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PROCEEDI NGS
(Time noted: 8:10 a.m)

DR. KULLER: | think we'll get started. |
think the m crophones are off.

THE REPORTER: They are not anplifying.

DR. KULLER: What?

THE REPORTER: They are just for recording.

DR. KULLER: They're just recording, not
anplifying. So if you can't hear, that's the
br eaks.

l"d like to wel come everybody to the Arnmed
Forces Epidem ol ogy Board Meeting, and obviously
this is a beautiful conference facility and we
appreciate the hospitality of H Il Air Force Base,
especi ally Col onel Fal kenheimer, for inviting us
her e.

It's nice to see in person the facilities
and what the issues are in relationship to the

health concerns first hand, and we'll have a nice
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visit today to the Air Force Base.

Just a couple of very brief announcenents.
Col onel Peterson has retired fromthe mlitary and
has taken a position at the Armed Forces Institute
of Pat hol ogy, the AFIP. | always call it AFIP. |
never know what it means. But it's the Armed Forces
I nstitute of Pathology at Walter Reed, and so he has
left and sent his regards.

Col onel Tom i nson has agreed to step in
today and hel p us al ong through the agenda and
answer any of our pressing questions, and he'll give
us a few words in a nonent.

| think that we have an interesting agenda,
and especially, as you know, tal king about the issue
today and |l ater on in the day, telenmedicine and
hepatitis A.

| think there are a few other issues that
we'll try to cover today which have surfaced that
relate to sone of the other things that we've talked
about in previous neetings, and I'Il try to bring up
sone of the previous neeting activities.

Yesterday there was a neeting of the group
that deals with injuries and we'll have a report on

that. I1'mdelighted to see that that whol e program
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seens to be taking off, and that was an inportant
accomplishnment, | think, of the Board and of others
intrying to devel op that whole program |I'mreally
very pleased that we seemto have gotten that really
of f the ground.

Col onel Tom i nson?

COL. TOMLINSON: Yes. Dr. Kuller, and
menbers of the Board and guests. Col onel Peterson,
he's retiring. And, as Dr. Kuller said, has
accepted a position at AFIP. He had originally
asked Col onel Erdtmann to serve in this place for
this meeting and then Col onel Erdtmann's pl ans
changed. So he asked nme to, so | will be serving in
M ke's stead. | think one of ny jobs is to try to
keep things on tine and to keep peopl e rounded up
and getting into their seats.

So, | think we will have to make a speci al
effort to get through the agenda on tinme over the
next day and a hal f.

Col onel Peterson has notified Health
Affairs of his retirenent and that a replacenment
woul d be necessary. The usual nechanismis that
each of the Surgeons General nom nates an individua

fromthat service for the position of Executive
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Secretary.

| don't know where that process stands
ri ght now, but over the past three weeks |I've had an
opportunity to work with Jean Ward. And M ke | eft
on the 1lst of February, so Jean has really attended
to all of the details, the planning and the
coordinating of this nmeeting from her office.

And here at Hill Air Force Base, Col onel
Fal kenhei mer and Staff Sergeant Harri son have worked
| ong and hard and have attended to all of the
details here and arranged for us to have this very
ni ce nmeeting room

So, | want to thank Jean Ward and Sharon
Fal kenhei mer and Sergeant Harrison in advance for
all the work they've done up until this point. And
| know they have a ot nore to do the next coupl e of
days.

| want to rem nd everyone that the
proceedi ngs are all recorded and then transcri bed.
And these m crophones are set throughout the room
When there are questions or comments, if the
i ndi vi dual speaking would cone forward and speak
into a m crophone and identify hinmself by name and

organi zation or service.
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If there are any probl enms over the next day
and a half, if you could conme to nme or Jean Ward, we
hope we'll be able to help you. If not, we'll turn
to Col onel Fal kenhei mer and Sergeant Harri son.

| will now turn this over to Col onel Sharon
Fal kenhei mer who will give us a little bit nore
i nformati on about the neeting today.

LT. COL. FALKENHEI MER: Good norning. On
behal f of Maj or General Stephen P. Condon, Conmander
of the Ogden Air Logistics Center, which is |ocated
here at Hill Air Force Base, I'd like to extend a
war m wel conme to the base and to Utah. And as
Col onel Tom i nson said, please be sure to let us
know i f there's anything that you need that hasn't
been taken care of.

Al so, Dr. George P. Taylor, who's the
Medi cal Group Conmander here, unfortunately has to
be away this week, but wanted to send his greetings
to you.

| don't know if you had a chance to read
t he wel cone packets at all, but just to give you a
little bit of background, Hill Air Force Base and
Ogden Air Logistics Center are one of five Air Force

Air Logistics Centers where what's call ed Program
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Depot Mai ntenance or the conpl ete overhaul of
various mlitary primarily Air Force systens takes
pl ace. And you'll get an opportunity to get a
little introduction to that later in the norning.
We won't be able to show you everything but we did
sel ect sonme areas that are representative of
different industrial processes and health concerns.

We al so have a very active flying m ssion
which is not true of all the Air Logistics Centers.

We have a Test Squadron. After the aircraft go

t hrough a conpl ete overhaul, have been taken apart
and put back together, painted, they have to be
flown by test pilots to be sure that everything had
been done correctly before they go back to the
field. And we also have an entire wing of F-16"s
here that belong to Air Conmbat Command, so you may
see them flying.

Anot her mmj or responsibility of the base
are the large training ranges for various air to
ground and air to air type flying that are to the
west of the Great Salt Lake.

CGeneral Condon is going to cone and wel cone
you at 9:15. He had an earlier commtnent. And for

the mlitary in the room you don't need to stand
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when he enters the room And he'll just be here
briefly.

|'d like to al so wel cone our Canadi an
col | eague and people from other departnents, |ike
Commander Ungs from the Coast Guard, as well.

|"mgoing to turn the neeting over for a
few mnutes to Staff Sergeant John Harrison, who's
really done nost of the hard work to prepare the
conference and he's going to give you sone
adm ni strative announcenents. Then ['Il briefly
i ntroduce our next speaker who will tell you about
our COccupational Health and Environnental Hazard
Tracking System at the base, and then we'll have
General Condon's visit.

And now, Staff Sergeant John Harrison, who
is in our Health Pronotion, Health and Wl Il ness
Center O fice, who will just give you a few
adm ni strati ve announcenents.

SSGT. HARRI SON:  Good norning, |adies and
gentl enmen, and welconme to Hill Air Force Base.

My nane is Staff Sergeant Harrison. |'m
the NCO C of the Health and Well ness Center and |'d
like to say | hope all of your accommodati ons were

adequate and that you've enjoyed your stay thus far.
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| hope those individuals who attended the
soci al last night for the AFEB Board enjoyed
t hensel ves.

We have five phones for your availability.

They are | ocated out the door and to your left.
And then back to your |left there are cards in each
of those stations that give you instructions on how
you use the phones. The first line is a commerci al
line. All the lines are Autobahn.

The bathroons are | ocated toward the exit.

The | adies' roomis to the left and the gentlenen's
roomis to the right.

If we do have a fire alarm |[|adies and
gentl emen, we need to exit the building through the
front doors. We need to cross the first street and
go next to the road. It's the perineter road.

And we al so have the coffee and the

beverage again this norning for you, for the next

day and a half. If you haven't paid for that -- so
far, I know sone of you have. |If you'll just see
Ms. Ward, she'll collect the noney on that.

And that's all | have to say. | hope you
have a nice day and enjoy your stay here at Hill Air

Force Base.
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LT. COL. FALKENHEI MER: Now, Ms. Marcy Hess
will give a briefing on what we call Phoeni x, which
is our QOccupational Medicine and Bi o-environnent al
Engi neering Public Health Tracking System And then
an introduction to a further refinenment of that
system cal | ed Command Cor e.

M's. Hess has been at Hill for about 18
years. She's very experienced in conputers. She's
been a software devel oper in the past and she was
here when the PHOENI X System began in January of
1987, so she really got in on the ground fl oor.

She's currently the Technical Director of
bot h PHOENI X and Conmand Core, and our Branch Chi ef
for Conputer Resources within my squadron. And she

al so supervisors about six systenms personnel.

So, I'Il turn it over now to Marcy Hess.
MS. HESS: Good norning. |'m Marcy Hess.
Here at Hill Air Force Base we're running an

occupati onal health surveillance system call ed
PHOENI X. In the early '70s to md-'70s they had a
cancer scare in Building 100. And that's when it
was determ ned that we needed to actually do an
automati on of the nedical data and the data that

we're tracking on our workers.
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At that tine they decided to do a prototype
on a systemcalled COHESS. |In COHESS, they started
collecting all of the medical data for workers on
the base for mainly the civilian workers. And then
with PHOENI X, we went ahead and started tracking on
mlitary and civilian workers on Hill Air Force
Base.

PHOENI X stands for pronoting healthy
occupati onal environment through information
exchange. The objective is the surveillance of
hazardous material use and health status of the
workers in relation to the work environnment.

We have a work triad; the work process, the
wor kers and the workpl ace.

We actually are grouping the workers into
potential exposure groups. When bi o-environnental
engi neering goes out into the work area, they
actually are grouping the workers into groups, and
they do this based no chem cal exposure equal to or
exceeding the action level; materials that contain a
known or suspected carci nogen; hazards above the
standard wi t hout personal protection equipnment; job
functions known to be potentially harnful; directed

occupati onal physicals; materials that require a
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i cense; exposure tinmes that exceed policy; and
physi cal hazards.

We are interfacing with the standard
personnel systenms to gather the data on our
wor kf orce, and we're planning on maintaining the
wor kers for at |east 50 years. A lot of it will be
their entire work career while on base and then
collecting and maintaining the data after they
retire. W're collecting the Social Security number
-- these are just a few of the elenments that we
track fromthe personnel systens -- the nane and
birth date; the job code; organization; and
potential exposure groups that they' ve traveled to
whi |l e enpl oyed on the base; sex/race; job status.

We have a database for the occupational
medi cine and we're tracking all the occupational
physi cals that the enpl oyees receive while enpl oyed.

Any clinic visits for exposures, hydrosene
exposures, any type of exposures; any known cancers.
We al so are tracking all of the lab results and
also the lab normals so that we can do conpari sons.
The doctors' diagnosis, the nedical health
guestionnaire and the death certificate data.

We al so have hearing conservation that
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we're tracking where we track all the audi ograns
that they receive and we are interfacing with a
HEARS Program We are tracking all of the enployee
health training and the accident/illness tracking.

We al so have anot her database, the
i ndustrial hygiene area, where we're tracking the
enpl oyees' work assi gnments, equi pnent that
generates or controls hazards; hazards physical,
chem cal, biological. W also are showing all the
controls that are required for the potenti al
exposure group; engineering, personal protection
equi pnrent and adm n.

The sanple results, area sanples and
personal sanples; the materials, the chem cals that
are contained within the materials and the percent
of the chem cals; and also the potential exposure
group, all of the information about that group

Benefits of the system We're able to
conply to EPA and OSHA. W are reducing
conpensation costs. Trending, we're doing the
medi cal trendi ng, the audi ogramtrendi ng,
illness/injury trending. W are producing a | ot of
managenent reports: the EPA/ OSHA target changes --

when they change standards we're able to track the
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wor kers that are being affected by the change in

st andards; pollution prevention; hazardous material;
personal protection equipnment; and the occupati onal
physi cals and the el enments that make up those
physi cal s.

We al so have two additional charts in your
packages that we don't have on the screen and that's
just showing that we are currently in the process of
re-coding the entire PHOEN X into the Command Core
system

In doing this, we're doing a |ot nore
tracking for the waste disposal. W also are doing
pol lution prevention tracking with the system and
then we al so have all the current nodules within the
PHOENI X. They're being rewitten into another
rel ati onal database nodul e on Oracle.

We al so have the screen, the main nmenu.

And the main nmenu, you' re going to see the existing
mai n menus fromthe PHOEN X system and in addition,

the pollution prevention, the material managenent

that we're currently doing now but we'll be doing it
in greater detail, and then we also have the waste
managenent that will be part of the Command Core.

Any questions?
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DR. KULLER: Does the system inprove any
i ndi vidual nonitoring that is listed? Do you
monitor the workers? Do you collect bloods? Do you
col |l ect the pul monary function?

MS. HESS: We do.

DR. KULLER: Do you collect cells to |ook
at changes, genetic changes, things of that sort?

MS. HESS: WE are doing like the pul nonary
functions. We're doing CBC s, Chem1l's, all of the
occupati onal health requirenments of the occupati onal
physicals. W also are collecting sanpling; air
sanpling, noise dosinetry sanpling, any personal
sanpling that was conducted on the enployee in his
wor k ar ea.

DR. BAGBY: | have two questions. One, how
|l ong has the tracking systembeen in effect? And if
it's been in effect |ong enough, what degree of
success are you having in follow ng those who have
| eft here that you plan to cover for 50 years?

MS. HESS: We actually have been running
PHOENI X since January of 1987. W had COHESS up and
runni ng for about eight years. W did take all of
the data that was collected -- nost of it nedical

and the work assignnents and denographic
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information, and we did |oad all of that into the
new PHOENI X conputer system

So, in sone areas, in different areas of
t he nedi cal nmodul e, we do have up to 20 years of
data. We're keeping all the data on line so that if
we have a conmp claimor anything that's filed after
the enmpl oyee does retire, we can pull up the
information, actually show where he was assi gned,
what chem cals he was exposed to, any personal
sanpling that was conducted on that enployee.

DR. BAGBY: Are you doing any routine
foll ow-up of the people who have retired?

MS. HESS: We are not, of the people that
have retired. W are doing routine trending of the
current workforce.

LT. CDR. ARDAY: Could you tell ne alittle
about how the potential exposure groups are defined
and determ ned?

MS. HESS: Bio-environnental engineering
has a requirenment in hazardous areas, potenti al
hazardous, to go in and do annual surveys, at | east
an annual survey on the hazardous areas. When they
do this, they go into a building or a shop and the

break it up based upon workers' exposure.
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If they go into a welding area and they
find other functions other than wel ding and maybe
sone admi nistrative area, they would break the
adm nistrative area up into a group, those that do
the wel ding into another group, and then the
addi ti onal grouping based upon the potenti al
exposure that they find in the shop.

LT. CDR. ARDAY: So an individual is |inked
to a PEG or a group or a nunmber of PEGs throughout
his career?

MS. HESS: You bet. And we actually track
when he goes into the new one and when he | eaves.

If he's required to have a physical or not, an

audi ogram or anything like that, we are doing all of
t he scheduling and generation of who's required to
have a physical and when they come in. And we are
al so doi ng bl ock nmonth scheduling of these

enpl oyees.

LT. CDR. ARDAY: | guess the |last question
t hen woul d be the PEG s are based on individua
chem cals or job functions or a conbination or both?

M5. HESS: It can be a conbination of both.

Alot of it is just the professional call of the

i ndustrial hygienist.
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DR. BROOVE: Could you tell us if your
anal ysis of the data has resulted in any sort of
changes, for exanple, with the hearing conservation
nmodul e or the injury tracking?

MS. HESS: W th the hearing conservati on,
now that we are tracki ng PHOENI X, what we're doing
is after we do audi ograns on a potential exposure
group, we'll do trending. And if they see a high
rat e/ percentage of tenporary shifts, they' Il go in
and do additional training to reduce those. And we
have seen a reduction in permanent threshold shifts
by doing this.

DR. BROOVE: And with injuries?

MS. HESS: The injuries and illness we've
been doing. It's a relatively new nodule. W' ve
been doing it probably since '89. And they are able
to go in and target sone areas for |ike carpa
tunnel syndrome or repetitive trauma and go in and
do additional education to try to prevent and nmaybe
even go in and do sonme readjustnents, sone
adm ni strative controls to reduce injury.

DR. KULLER: Is the system unique to the
base here or is it a -- |I'mtalking about the

dat abase system-- or is it sonething that's used
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across the Air Force or is it used -- is it linked
to NIOSH in sone ways or is it linked to some other
systens?

MS. HESS: We actually are running it at
all the Air Logistics Centers and Wight Patterson
Air Force Base. So, a total of six bases, the big
| ogi stics mai ntenance centers.

We al so do have the NI OSH data that
contains all of the information about the chem cal.

DR. KULLER: And how about the systens that
NI OSH uses? In other words, this is a very nice
tracking system Do you tell NI OSH about it or
ot her people about it so that they nmay not have to
redi scover the wheel or sonething?

MS. HESS: NI OSH has been out. There's
been a | ot of different conpanies that have | ooked
at this system In fact, Proctor and Ganbl e was
running this same system worldwide. And they're in
t he process of doing the same thing that we're
doing. They actually are rewiting it into an
Oracl e dat abase.

DR. KULLER: Has this been published
anywhere? | mean, the description of the system and

how it's used?
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M5. HESS: | don't think so. | know the
Surgeon General's O fice has done a | ot of pronoting
of it in the early '87s, '88 and ' 89.

LT. COL. FALKENHEI MER: A coupl e of things
| think that go to your question. The current
devel oper of Command Core, BDM Corporation, | think
does plan to market this.

MS. HESS: They do.

LT. COL. FALKENHEI MER: [It's a conbined
civil/government effort and -- pardon ne?

DR. KULLER: What does that nean?

LT. COL. FALKENHEI MER: The future system
whi ch i ncorporates PHOEN X and then adds in the
hazardous waste tracking and naekes it really a
conprehensi ve environnental /occupati onal systemis
bei ng devel oped under contract to our Conmand by a
conpany called BDM International. | think it's BDM
International. And it's sort of under the Core re-
engi neering idea of civil/mlitary cooperation, and
they're planning to market it in the civil sector as
wel | .

The other thing is we had a neeting here a
week or two ago with representatives not only from

t he Command but fromthe Air staff and they' re
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| ooki ng at various occupational medicine tracking
systenms with the idea, | think, of selecting one to
be used Air Force wi de, but that decision hasn't
been made yet.

This is a relational database, though,
which is not true of some of the others that are in
use. Sone of the others are pretty limted and
they're structured into fornms rather than data you
can interrel ate i ndependently.

Paul ?

DR. POLAND: A couple of questions for ny
under st andi ng of the database. Sonebody woul d get
entered into this database when they first enter
work on one of the six bases that you've identified?

MS. HESS: Correct.

DR. POLAND: \What percent of those
personnel will spend their career at one of those
Si x bases?

MS. HESS: We haven't done studies |ike
that. We actually have | ooked at -- if it's a
civilian worker, they will actually spend al nost
their entire career at one location, normally about
30 years. If it actually is mlitary, they do

actually transfer a |lot and they could go anywhere
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within the Air Force, not necessarily stay within
the | ogistics.

But there is one other systemthat is being
run Air Force wi de at the other bases that tracks a
| ot of the information that we' re tracking, so they
do have sone data collection going on

LT. COL. FALKENHEI MER: Anot her thing sort
of on that subject. You may not know that nost of
the Air Logistics Center personnel are civilians at
this base. For exanple, there are about 13,000
Civil Service enployees and around 4,500 mlitary.

So within our Command, the bul k of the
depot workers are basically in our |ogistics centers
for their career.

DR. POLAND: So when you collect, for
exanpl e, doctors' diagnoses, you collect that
information even if they're seen at a non-mlitary
facility, if they get care outside of the base?

MS. HESS: What we're doing right now for
t he occupational physicals, all of that data is --
actually all the physicals are done on base in the
clinic that we work at. |If they go outside for
referrals, the data that we collect would only be if

it's related to an occupati onal exposure, cancers,
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or if it's occupational related. Then we do coll ect
and enter that data.

DR. POLAND: And one |ast question. Has
t here been any reason or thought to collecting data
on the dependents of femal e personnel ?

MS. HESS: We haven't addressed that at
this point, no.

DR. ALLEN: One of the facts of a system
like this is that you cumulate far nore data than
nost people have a chance to | ook at. Do you have
access to sone environnmental and occupati onal
medi ci ne peopl e, epideni ol ogi sts who have the | uxury
of just asking questions and doi ng some anal yses on
sone data that may not be obvious fromthe routine
anal yses, the trending and that sort of thing?

MS. HESS: We have had quite a few calls
about the data because word is getting out that we
are collecting a ot of data. W've had quite a few
calls from Brooks on | ooking at JPA, conpared to the
JP-4 and if it's causing liver function
abnormalities increase.

So we have had quite a few calls but we're
expecting quite a few nore now that we have nore

dat a.
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LT. COL. FALKENHEI MER: Anot her area has
been new standards. We've done sone anal ysis for
the Air staff on what woul d be the inpact of
changi ng sonme standards on the chronmate paint,
various chromate | evels and on cadm um

Anot her area -- you've kind of hit on one
of our real problens, as nost of us are very busy in
our day-to-day effort. One thing I've been | ooking
into recently is talking with Dr. Zelnick who does
t he occupational nedicine training of our aerospace
medi ci ne residents down at Kelly, and also the head
of the Aerospace Year down at Brooks, to try to tape
sone of the residents who need to do projects. And
their problens is they don't have tinme to collect
data, so they need a ready-nmade source.

The Air staff is nore aware of it now and
we' || probably use it nore. And we do need, |
think, to make a closer link with what's called
OPHSA, the Office of Prevention and Health Services
Assessnment at Brooks, which is our new Air Force
heal th studi es agency, | guess you m ght say.

Dr. Peterson will probably talk in nore
detail about that. But they have not to date been

i nvol ved.
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But part of the idea of briefing it here,
too, is if you have any occupational health
guestions that come to the Board, to make you aware
that there is this system and we may be able to
answer a query on even very specific types of
guestions over a several year period.

Dr. Ascher?

DR. ASCHER: We face that problemin the
cohort, as Jimnmentioned. W wote a public tape of
sone very selected variables that were de-Iinked
fromany identifiers and it was wi dely distributed.

" mwondering if you're thinking of making public
any of the sort of the raw data for people in the
cohort as Ji m suggests?

LT. COL. FALKENHEI MER: | don't think
there's been -- to ny know edge there hasn't been
any discussion in either direction, pro or con. |
don't think the issue has really cone up to date.

DR. ASCHER: You m ght think about it.

DR. BROOME: Just a clarification. The
medi cal outcones data that you have, is it just on
t he occupational health exanms and occupationally
related foll owup, or do you have a conputerized

dat abase of general nmedical care for at | east
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mlitary and any civilians?

MS. HESS: Mainly occupational. Very little
of the other type of data.

LT. COL. FALKENHEI MER: There is a system
t hough, being tested at several bases and we may
soon beconme a site to actually track all out-patient
visits by code for what the problemwas. That's one
thing that's been a weakness in our system W have
all kinds of in-patient data, but our out-patient
data has been |limted. And there is a systemlike
that at limted bases right now being tested.

DR. KULLER: | think one thing that you
could do that m ght be interesting is to | ook at
sone of the new individual -- what | would say
personal markers of exposure. There's a great dea
of interest in the occupational area right now in
the environnmental toxicology nmoving nmuch like in
i nfectious di seases where they basically can | ook at
an individual and | ook for subtle changes related to
certain kinds of somatic nutations that will appear
in relationship to exposure. They woul d
have no health effects which would be overtly
obvi ous but will tell you whether an individual has

been exposed even in the short-termw th -- caught

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



© 00 N oo o B~ w N P

N RN N NN R R R R R R R R R R
A W N P O ©O 00O N OO O B W N +— O

386

people with DNA adapts and things of this sort. The
bi g advantage that you have in your systemis that
you have both an excell ent data nanagenent system
and an excell ent occupati onal exposure system and
the real interest in this field, |I think, is really
whet her you can find ways of nonitoring recent

envi ronnent al exposures where the actual individual
envi ronnent al exposure obviously is difficult to
determ ne

We do it with noise, obviously, where we
can nmeasure hearing thresholds and you're doing that
very nicely with measuring changes in hearing
thresholds. And especially out in the environnment
where there are probably many, nmany environnenta
carci nogens, but probably the exposures are fairly
| ow to any group of individuals and the risk of a
carcinogen is probably related to being unlucky in
terms of how much you get exposure and how nuch
genetic susceptibility you have.

So that the real -- | think a ot of
enphasis now is noving into | ooking at individua
sort of subtle toxicology and it m ght be worthwhile
to | et people who are interested in this area know

about this database. This is nmy question of whether
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t he epidem ol ogists are digging into the database.

The environnmental toxicologists who have
gotten really quite interested and haven't cone up
with anything yet, by the way, that solves the
problem That's why it's interesting. They're
| ooking for sonmething. My turn out nothing works.

But at least it mght provide the opportunity on

your annual exans to | ook at -- some of these are
fairly inexpensive, so that it can be done as broad
screening, much like you would screen people for
exposure to sone infectious agent.

LT. COL. FALKENHEI MER: | think sonething
li ke that would really have to be set up as a
research project naybe under the Human Systens
Center, which could be carried out here. W do have
sone cooperative research. W have the University
of Wsconsin doing a project on spermanalysis in
fuel s workers, for exanple. There are sone
specifically targeted studies going but there are a
| ot nore that could be done if researchers are
i nterested.

But we woul dn't have funding to do a
research sort of protocol here unless it were

approved by one of the research centers.
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DR. KULLER: | agree. Yes. | was thinking
t hat people -- because this would becone rather
inportant. It's going to beconme inportant in the

future in ternms of nonitoring these popul ati ons when
you're doing annual -- you know, changi ng the annua
tradi ti onal occupational physical exam nation to
begin to focus down at the biological nolecular

| evel for what really is rather superficial right
now in ternms of actually identifying true exposures.

LT. COL. FALKENHEI MER: And if we had nore
exact markers, we could probably save a | ot of noney
on a lot of nonspecific exanms that we do.

DR. KULLER: That's right.

LT. COL. JONES: How many workers nonitored
by your systenf? | m ssed that.

MS. HESS: We actually have the capability
of nmonitoring the entire workforce, which right now
is probably real close to 14,000 workers.

LT. COL. FALKENHEI MER: Just at this base.

M5. HESS: At this base. Then we do have
the systemrunning at the other logistics centers
and Wi ght Patterson.

LT. COL. FALKENHEI MER: So in the range of

50, 000, | would say, or nore.
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MS. HESS: Yes. W also have the history
on the workers that have left. So the workers that
we're actually tracking would be a lot |arger.

LT. COL. FALKENHEI MER: Dr. Fletcher?

DR. FLETCHER: Back to -- Sergeant Harrison
menti oned the Health Wellness Center. |Is this doing
anything sort of in line with what Dr. Parkinson has
done in other parts of the Air Force? 1Is this a
very | arge program both for the civilians and the
mlitary personnel ?

LT. COL. FALKENHEIMER: It is open to
everyone. At the nonent, the Health and Well ness
Center isn't open. It's opening next nonth. W have
had, though, a health pronmotion flight which Mjor
Ducharme in the audience is the director of, and
they for a long time have been carrying out various
prevention prograns, such as stress managenent,
snoki ng cessation, nutrition counseling. They do
health risk assessnents.

We encourage the units on the base to do
themas a unit for the Conmander to call the health
pronmotions flight and ask themto come out. And
they give a questionnaire on basic preventative

medi ci ne sort of questions and then have i ndivi dual

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



© 00 N oo o B~ w N P

N RN N NN R R R R R R R R R R
A W N P O ©O 00O N OO O B W N +— O

390

meetings with the individuals where they draw bl ood
for chol esterol screening and al so do bl ood pressure
noni t ori ng.

And then once all the data is back, they
individually neet with the people and counsel them
on the risk behaviors and what can be done and refer
themto any of the other avail able resources on the
base, some of which are not with our squadron. Like
Fam |y Advocacy has a | arge nunmber of prograns that
can support various famly situations and that sort
of thing.

So that's been a fairly active program
It's going to get much nore active when the Health
and Wel |l ness Center opens. They'll take over the
cycle ergonetry program for the base. And one of
the problens with that program has been that each
unit has its own people with nultiple testers, so
the uniformty -- it's hard to ensure that testing
is uniformfrom squadron to squadron or group to
group.

And the people who will be under contract
will be both a Ph.D. physiologist to | ook at people
who aren't passing and give them i ndividualized

instruction on how to get in shape and neet the
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criteria, and there'll also be fitness experts who
will oversee all of the testing and be sure it's
done uniformy around the base. So that will really
add to that aspect. And we'll also have quite a few
addi ti onal personnel then and be able to free up
Maj or Ducharme to do a lot nore in the health risk
assessnent area.

DR. FLETCHER: W1l you be able to get into
the civilians as well as the mlitary personnel ?

LT. COL. FALKENHEI MER: Actually, to date
t hey' ve been the primary users.

DR. FLETCHER: Oh, really?

LT. COL. FALKENHEI MER: Either famly
menbers or Civil Service workers. The mlitary has
not voluntarily in large nunbers conme in for these
types of things. And even -- | don't know. You may
be able to give a percent of squadrons that usually
show up for the health risk assessnments. They're
voluntary, so what percent? Maybe 20 or 30 percent,
you t hink?

MAJ. DUCHARME: Well, right nowit's still
kind of in the bottom ground floor for this, but
we're trying to --

THE REPORTER: Cone to the m crophone.
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MAJ. DUCHARME: Onh, all right.

LT. COL. FALKENHEI MER: | nean, when you go
to a squadron, though, what percent will normally
cone?

MAJ. DUCHARME: Oh, actually a lot of it.
It depends on the actual squadron, but a | ot of them
right now that we're targeting is just the mlitary.

But we're offering it to civilians al so.

LT. COL. FALKENHEI MER: | neant the
educati onal prograns are primarily used up by the
civilians, right? And the famly nenbers?

MAJ. DUCHARME: Yes.

LT. COL. FALKENHEI MER: Dr. Ascher?

DR. ASCHER: |'m wondering how you respond
to areal life problemlike respiratory disease or a
si ck building syndrome or somnething.

LT. COL. FALKENHEI MER: Well, actually,
that's a good question because --

DR. ASCHER: If you're not |linked to the
civilian care, that can nake things very difficult,
and | wondered how you would respond to those
exanpl es.

LT. COL. FALKENHEI MER: Well, actually,

we're in the mdst of investigation of concerns
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about cancers in one area of the base and Dr.
Grayson is actually helping us with that, too. He's
here from Brooks. But what we've done is --
originally workers listed a fair nunber of people in
several buildings that had died of cancer over the
last -- or the original story was it was |ike 40
peopl e over five or 10 years. Eventually, it was
nore |i ke 20 people over 15 years or sonething |ike
t hat .

But basically, what we did was i nmmedi ately
Bi o- envi ronnent al Engi neering and Public Health went
out to the building. W've got a |ot of sanpling on
those buildings. The only real health threat there
is asbestos and it's primarily in the roofs and in
the attics in ways that it's not easily aerosolized.

We have recently found sonme in one area of
the ceiling tile, but basically we go out and | ook
at the bio-environnental engineering side, do sonme
addi ti onal sanpling.

We also met with the nanagenent and the
peopl e concerned to gather data. Several people
you' Il be neeting later who will be on the teamto
gui de you around have been involved in this doing

the | egwork, but Public Health and I net with
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managenent and the people concerned early on to try
to get a conmprehensive list of who the people were,
what cancers they had, and al so explain our gane

pl an.

Then we have an oncol ogi st here who is a
former reservist and he's been | ooking into the
death certificate data in Utah for the people who
were identified, as well as the frequencies of
various cancers and they've turned out to be pretty
typical so far of Utah in general

We also had a neeting with all the
i ndi vi dual s who wanted to cone from those buil di ngs
to explain what we were doing, to have the
oncol ogi sts explain how cancer is caused and what
woul d be expected if it were a point source exposure
versus this m xture of prostate cancer, |ung cancer,
all the standard cancers you see.

As far as the civilian health system if we
wer e having an actual outbreak, we can always as the
individuals to provide that data. | don't think we
can require it, though, if they' re seen by their
private physicians and it's not an occupationally
related injury for which they are seeking a claimor

that sort of thing.
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But basically, nmobilize our team which
i ncludes Public Health, Flight Medicine and Bio-
envi ronnental Engi neering to go out and | ook at al
aspects and then try to do basic epi dem ol ogy
| ooki ng at conparisons with the frequency in the
| ocal area and that sort of thing.

| don't know if that's quite what you're
aski ng but since they're not in the mlitary.

DR. ASCHER: |'m just wondering how
successful you are.

LT. COL. FALKENHEI MER: We don't have as
much control over them and | ooking into their health
records, if it doesn't concern their enpl oynment.
Where, with the mlitary individual, we can | ook at
all of their records all of the tine.

DR. ASCHER: |'m just wondering how
successful the package is when you're done and does
it resolve the concerns. Does it close the issue?

LT. COL. FALKENHEI MER: Well, | think nost
of the times it's |ike npbst investigations. Sone
people didn't think there was a problemto start, a
smal | nunber. There's a small nunber that are never
satisfied no matter how nmuch data is gathered. And

there's a time at which you have to cut off sanpling
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and just say, you know, we have reasonabl e
confidence that there's nothing going on.

Most of the people, like at the public
meeting we had, | think were reasonable. They were
concerned. They had questions. But once they had
the facts and i nformati on about what was goi ng on,
they seened to be reasonably reassured.

DR. ALLEN: Do you collect any serum
speci nens and store them for potential future
studi es?

LT. COL. FALKENHEI MER: | don't think so.
Not that |'m aware of.

MS. HESS: No.

LT. COL. FALKENHEI MER: Al though we do --
one thing we do have is all of the mlitary are
havi ng sanpl es drawn actually for DNA
identification. |If they're killed their remains
need to be identified in the future and those are
started at the Armed Forces Institute of Pathol ogy,
as well as there's a small sanple in their medical
record. But those would be taken at various tines
and wouldn't really be linked to any specific
exposure.

COL. O DONNELL: I want to ask a couple of
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guestions about the relationship between this system
and others. You nmentioned pollution prevention and
hazardous materials. | assune that the base has

ot her information systens which are full-tinme

dedi cated to environmental programs. So what's the
rel ati onshi p between your system and those?

MS. HESS: We actually do have a hazardous
mat eri al tracking system and they're doing all of
their material issues to our potential exposure
groups, so we know exactly how much of every
material is being issued within each of the exposure
gr oups.

We have daily interfaces and al so weekly
and monthly interfaces with that system W pass
them information on what the bio-environnmental
engi neering group determ nes to be the required
respirators and then they make sure that when they
go to -- they only issue themthe respirators that
they've actually been tested for over in our clinic.

We al so pass all the potential exposure or
any new potential exposure groups that bio's
created, we actually pass themthat infornmation
daily. We actually are working sonme future

interfaces to track the workers' data, but right now
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we're actually doing the quantity issued of the data
-- of the materials, actually to the potenti al
exposure groups.

COL. O DONNELL: So there is a separate
information system for the environnental progranf

MS. HESS: Correct.

COL. O DONNELL: GCkay.

LT. COL. FALKENHEI MER: But Comrmand Core
wi |l command those conbine those all in one

i nteractive dat abase.

MS. HESS: It will still be -- yes. It
will still be an interface to a hazardous materi al
tracking system but it will be a nore on |ine

interface.

COL. O DONNELL: Okay. M other questions
had -- what's the relationship between this system
and the DOD initiative to develop a single
occupati onal health managenment information system
for all the services that's undergoing study by a
tri-service group right now?

LT. COL. FALKENHEI MER: This woul d
basically be one of the candi date systens. There are
several that are in use in various -- there are at

| east two in use in the Air Force and | assune
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probably nore than one in the other services, as
well. | don't know.

DR. BAGBY. Several years ago NI OSH
desi gnated the University of Uah as one of its
nati onal centers of excellence in environnmental
heal t h/ occupational health. Do you have any
contact with then? Are they interested? Have they
done any work with their data on that?

LT. COL. FALKENHEI MER: Yes, sir, we do,
actually. Dr. Rashnosher who's there is a retired
Air Force Colonel and we do have an arrangenent.

Qur occupational medicine services contracted here
but the | ead physician there has an arrangenment with
the university for residents in occupational

medi cine to conme out and they often do do sone of
our trending or other studies while they're here.
It's part of their training program

LT. COL. PARKINSON: Sharon, one of the
things that's always a controversy in occupational
medicine is the utility of periodic health
eval uati ons. Have you been able to | ook at your
dat abase or have other residents look at it in such
a way that you evaluate the utility of routine

screening for many of these problens? | sense
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there's a trenmendous anount of data, a trenendous
ampunt of effort that goes to relatively little
heal th benefit sonetimes, based on just ny base
| evel experience and hearing the data you coll ect.

| s there anything that you've done in that
area or could do in that area?

LT. COL. FALKENHEI MER: | think we
certainly could. To date we haven't but |'ve been
havi ng conversations with our occupational medicine
physi ci an about trying to cone up with the top 10 or
20 questions we'd |ike to have | ooked into which
could be tasked out to various residents or if OPHSA
wanted to do analysis in that area, we'd certainly,
| think, welcone it, welcone the cooperation.

Qur biggest problemis we don't have an
epidem ologist. | would like to see us get one on
staff but to date we don't. | think we could
certainly keep one gainfully enployed, maybe nore
than one. O it could be done -- for instance,
OPHSA is in San Antonio and Kelly has our system on
line. They could do the analysis w thout even
having to go to any other |ocation.

DR. GWALTNEY: In relation to that

guestion, when | went into preventive nmedicine in
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the '60s, it really was before we knew these things
wor ked, many of these things worked. W thought it
was a good idea to control hypertension but we
really didn't have the data that was true.

| think what's happened since the '60s is
we know a | ot of these things really do work. We
know snoking cessation works. Control of
hypertension, control of serumlipids, seatbelts,
certain fornms of cancer screening. And so | think
we need to adopt the belief that we're practicing
t hi ngs that we know work. Now, they're still
l[imted, but | don't think we need to go back in, in
a sense, rediscover the wheel on sone of these
things. There are new things to cone along to be
devel oped and to be evaluated, but | really think
heal th ri sk assessnment and intervention is now a
practice, just like therapeutic medicine.

So I think we should think -- and there are
pl enty of references that have been published
supporting this in the Public Health Service. 1|'ve
forgotten the name of the book, but the little book
that has that in there.

So, it's happened gradually and | think

it's sonething that is not -- many people both in
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soci ety, general society and in the nedical

pr of essi on, haven't really cone around to thinking
this is a practice now W don't have to redi scover
the wheel. Let's do those things that we know work
and work on the things that we're not sure about.

In relation to participation rates, we've
just | ooked at the program we have at the University
of Virginia for 12,000 people, including the Health
Medi cal Center. Qur participation is voluntary.
It's 30 percent. And the doctors do nuch worse than
the rest of the population. But that's 30 percent
of people who wouldn't have had it to begin wth,
and | think it's going to grow.

LT. COL. FALKENHEI MER: Col onel O Donnell ?

COL. O DONNELL: Is OSHA represented here?

And if so, what do they think of the systenf

LT. COL. FALKENHEI MER: They certainly
visit here.

MS. HESS: Yes.

LT. COL. FALKENHEI MER: | don't know if
they've | ooked at the system per se. W had an
i nspection not too | ong ago.

MS. HESS: W' ve had quite a few visits

with themon the data we're collecting and they are
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quite inpressed with the data that we collect on the
wor ker and how we're able to do the personal area --
you know, the area sanples, personal sanples, and
over time collect all of that information on an

enpl oyee.

They |i ke the database.

LT. COL. FALKENHEI MER: Any ot her
guestions?

(No response.)

Thank you. |If you'd like to take a short
break, we don't expect the General until about 9:15,
so if you could please be back in your seats around
10: 00 o' clock. Get a little nore coffee -- or 9:15.

l"msorry. | msspoke. He should be here about
9:15, so if you could be in at 9:10.

(Wher eupon, a recess was taken.)

LT. COL. FALKENHEI MER: Ladies and
gentlenmen, 1'd like to introduce now t he Commander
of the Ogden Air Logistics Center, Major Stephen P.
Condon, who will briefly welcome you to Hill Air
Force Base.

MAJ. CONDON: Thank you, Sherri

Well, it's ny pleasure to welcone all of

you here to Hill today. | wll tell you that we
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have already viol ated one of the rules. | told

Col onel Fal kenhei ner that we were not going to host
any conference that | could not pronounce, so --

t hough we're pleased to make the exception in this
case.

As | say, we're really proud to have you
here. Pleased that you chose our |ocation as a
pl ace to hold your conference.

We're really proud of what we do here at
the Air Logistics Center. You'll get a chance to
see a little bit of that a little bit later this
nmorni ng as we show you around to some of our
facilities and show you the kind of work that we do
here.

We've got, in nmy estimation, a world cl ass
facility in many regards. Some of the things you'l
see truly are unique as they exist here at Hill and
they don't exist anyplace else. Ohers, other
things that you'll see, are fairly comon to the
things you will see at any air |ogistics center in
the Air Force.

But as | said, we're really proud of the
support that we're providing to our operational

customers in the Air Force as well as in other
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services. W do a good bit of work for the Navy.
Al so do sone work for the Arny and the Coast Guard
and ot her agencies, as well.

If there's anything that we can do while
you're here to nake your stay nore enjoyable or nore
productive, please don't hesitate to call that to
our attention, either Col onel Fal kenhei mer or any
ot her nmenbers of the staff. W're here to serve
you. We're here to make your conference as
productive as it possibly can be made. And so, as |
said, please don't hesitate to call upon us if
there's anything that we can do.

"1l get out of your way now and | et you
get on with your business. Again, we're really
pl eased to have you here and hope you have a great
st ay.

Thank you very nuch.

DR. ASCHER: At the billeting office,
sonebody said |ast night, "What are all these skin
doct ors doing here?"

(Laughter.)

LT. COL. FALKENHEIMER: [|'d like to nove on
and give you a brief introduction to our site

visits.
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One of the purposes of bringing the Epi
Board to Hill Air Force Base was to try to give you
alittle flavor of what a large mlitary industrial
wor kpl ace is like in case you get questions on
occupati onal health or preventative nedicine rel ated
to some of our industrial workers and we're going to
show you four sites this norning.

|"d like to now give you a wel cone from
what we call Team Aerospace, which is really the
preventi on and aerospace nedi cine side of the
medi cal group and I'Il be introducing sone of ny
staff in a few mnutes who will be your tour guides.

The four | ocations we're going to go to
today will give you a good idea of what's called
Program Depot Mai ntenance for Aircraft. That's the
conpl ete di sassenbly, overhaul and reassenbly and
subsequently flight testing of aircraft, as well as
sone specialized processes, such as | andi ng gear.

We' Il be going to each of the facilities
with each of the groups, and each of you has been
put into one of three groups. |If you |look at the
back of your agenda, there's a list of each of the
three groups and before we |leave the roomI'I1I| point

out to you who your tour escort is, who are the
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i ndi vidual s at the top.

The Board is all in Goup Awith me and
then the other individuals are in the other two
groups. So each group will have a mlitary escort,
if you have any questions. Sonme of the |ocations we
may have sonme of our industrial hygienists or
i ndustrial hygiene technicians available to explain
and answer questions nore on the health side of
things. But at each facility there will be a tour
guide fromthe facility who will give you an
overvi ew of the industrial processes there.

We do need to give you anot her badge to
wear for the landing gear facility and Staff
Sergeant Harrison will give themto you. So during
the break between this brief presentation and
boardi ng the buses, please be sure that you get one
of those badges from Sergeant Harri son.

The other thing that's really inportant is
that we keep on tinme because we do have a |lot to see
in a short time, so if you run out of tinme in a
facility and have a question, feel free to bring it
up to us later. We won't be able to make you an
expert on each area but what we wanted to do is just

give you an idea of the range of things we have
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her e.

"1l go through in the order of G oup A,
but you'll basically be seeing all of these, sort of
rotating through.

Bui |l di ng 507 on the lower right, just to
orient you, the Officer's Club is right in the
center where it says "O Club." Mst of you have
been there and live right near by. Down to the
sout heast is Building 507 which is | andi ng gear.
That's right inside the front gate. That's where
depot | evel overhaul of many types of |andi ng gear
systens, everything fromsmll fighters to the C-5
which is our largest cargo aircraft. Can carry
about 16 buses, really. Quite a huge | andi ng gear.

They do depot |evel overhaul of all of those types
of | andi ng gear.

Sone of the processes that occur there,
nost of which you'll see, are disassenbly of the
| anding gear. That's an area to | ook for ergonom c
concerns because sonetinmes they have to get into
awkward positions. |In several of the processes
awkwar d positions can be a problem They do paint
stripping and cleaning of the gear. |t goes through

a nondestructive inspection to determ ne what needs
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to be done to it and it may need some grindi ng or
addi tional treatnment before it is painted.

They al so have a foundry and wel di ng
operation to take care of some of the metal problens
that are needed. There's heat treatnent that occurs
to the gear and reassenbly, of course.

Some of the hazards there that can occur,
you' Il see people in various types of protective
equi pnment, everything fromconplete airline
respirators to half-face respirators to just noise
protection, but basically there's cadm um and
chromates in some of the paints. W've elimnated a
| ot of the chromate paint but there's still sone,
particularly in the F-4, which is on its way out.

But those are hazards in the paint renpval and
pai nti ng operations.

There's dust fromthe blasting operations,
noi se and ergonom ¢ concerns, as | nentioned.

One thing you won't really see is there
used to be a | arge nunmber of vapor degreasers and a
| ot of potential solvent exposures from chlorinated
sol vents which have been able to be elimnated by
going to parts washers that are basically soap and

wat er operations. So a lot of -- | think if you've
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seen ot her industries, you m ght think about what
you're not seeing there because a |lot of the

i nprovenents that have been nade here have been made
to elimnate some of the hazards that were there in
t he past.

The other three facilities are sonewhat
related. Building 225, which is in the | arge upper
right area, is the program depot naintenance
facility. It's really a | arge double hangar. And
that's where all the F-16's in the Air Force and all
the C-130's which is a four engine turbo prop cargo
pl ane undergo depot mai ntenance, as well as a
portion of the Navy's F-18 fighters.

And you'll see what are call ed docks.
They're like individual aircraft stations where the
aircraft is placed and worked on at the depot |evel.

And it will give you an idea of the potenti al
exposure groups not being geographic spaces but
peopl e that nove. So, say, the sheetnetal people
woul d nmove fromaircraft to aircraft to do their job
and their zone is wherever they are working. And we
have for certain processes nobil e exhaust
ventilation for when it's needed that can be noved

into the area at the tine. So you m ght | ook for
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sone of those things.

They do al so fuel cell processes where they
have to renove liners fromfuel cells. There are
benzene hazards there. They have to wear
respirators for that operation. Sheetnetal and
electric, | think I nmentioned. And there's also
sone conposite repair that occurs.

There's al so, as far as hazards, sone
cadmum fromthe sealers that are used, particularly
on the F-16"s, noise and gri ndi ng.

After the depot maintenance facility,
anot her place we'll be going is the Bead Bl ast
Facility which is the little X to the right of 225.

It isn't really on the map. But this is a facility
that has two | arge bead bl asting booths. You'll see
sone small bead bl asting booths in | anding gear, but
they can put an entire fighter in the bead bl asting
booth and strip its paint off by spraying it with
hi gh speed beads.

This used to be a liquid process using a
| ot of solvents and was very nessy and al so a real
envi ronnental problem And it's a nmuch cl eaner
process but still hazardous because of the possible

exposures to cadm um or chromates in the paints or
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other nmetals. So the people wear airline
respirators who are doing that operation.

The first two tours will be about half an
hour. These last two will be 15 m nutes because
they're short.

And then Building 257, which is just south
of 225. You'll be seeing the aircraft canopy
polisher. | think you probably saw that in your
little folder. This is basically an operation where
fighter canopies, which are made out of acrylic and
pol ycar bonate get scratched and need to be polished.

This is an operation that used to take over
a week by hand and it's acconplished by a robot in
approxi mately 14 hours nost of the tinme. [It's not
really a very hazardous job, partly because they use
a wet process and they have the robot doing it.

They do do sonme application of sealants and
al odi ne and sone smal | anpunts of touch-up painting
and drilling, riveting or grinding of netals, but
this is one of our -- what's considered a
nonhazar dous shop.

Any questions on what you'll see? As I
menti oned, soneone will explain as you go what

you're seeing, but wanted to kind of put it in a
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framework for you.

We're hoping to show you -- the other major
thing Hill Air Force Base does is depot |evel
mai nt enance of all ballistic mssiles and quite a
few other munitions, but it's very schedul e
dependent and this week there's not a |lot of

operation going on out there, so we didn't think it

was worth taking you out. | was out there earlier
this week.

So, this will give you a potpourri of
i ndustrial processes. | know when | trained in

Public Health School and we went out to industry, it
was |ight years different fromwhat |I've seen here,
the | evel of containnent of things and worker
protection is just really |eaps and bounds ahead
here conpared to what | saw in sone of those

i ndustries in the past.

So if you have any questions, ask the
peopl e who are touring you and then if you have any
that you think of later, we'll try to answer them
for you over the next couple of days.

LT. COL. LEBEGUE: Do we get entered in the
PHOENI X for the tour today?

(Laughter.)
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LT. COL. FALKENHEI MER: Well, since you
won't be there over 30 days this year, | guess we
won't have to. Hopefully we won't | ose you anyway.

Anyt hing el se? Be sure to pick up your
badges. Since we need to be at sone of the sites by
9: 55, please board the buses by 9:45.

Thank you.

(Wher eupon, the proceedi ngs were adjourned
at 9:30 to conduct the Site Visits, followed by the

| uncheon recess.)
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AFTERNOON SESSI ON
(Time noted: 1:30 p.m)
DR. KULLER: | guess we're ready. Anybody
have any ot her comments or anything?
(No response.)
| guess we're ready to start this
afternoon, then, right on tine.

Col onel Parkinson, do you want to start

out ?

LT. COL. PARKINSON: Good afternoon,
everybody. | bring you greetings fromthe Air Force
Surgeon General's Ofice. | also want to

acknow edge that my predecessor in this dubious
position was Colonel JimWight. He's here to help.
He's now director of the Epi Division in OPHSA,
O fice of Prevention Health Services Assessnent.
What |'d like to talk about today are just
two general areas that | find occupying a | ot of
attention in the Air Force right now One is the
whol e area of depl oynent, support for depl oynent,
depl oynment arrangenents. And the second is the
transition of the Air Force Medical Service along
with all of DOD into the managed care arena.

That pretty nmuch -- those two activities
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probably conprise 99.9 percent of what we do and
whil e there have been di agranms, sonetines they
overlap and sonetines they' re totally distinct. But
they're very simlar because we oftentinmes ask the
sane people in the Air Force to do both functions.

Probably the nost inportant devel opnment
that all of the preventive nmedicine officers have
been working on closely with the ASG for Health
Affairs is the generic deploynment surveillance plan.

Many of you will recall that this had started in

advance of the Persian Gulf health experience but
certainly the Persian Gulf experience was a mmj or
accelerator for this effort.

There has been a 12 point generic
depl oynment surveillance plan, if you will, put
t oget her, which tal ks about the kind of the guiding
princi ples for depl oyment surveillance. You have to
know for pre- during and post-depl oynent.

The JCS Surgeon's O fice, as well as the
Army's Surgeon O fice, through RARE, both have
convened two recent neetings in the past six or
ei ght nmonths that | ooked at the ongoi ng probl ens
that the services have in naking consistent

gui delines and di ssem nating themto the field and
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coll ecting health surveillance information before,
during and after depl oynents.

This 12 point plan has been basically
coordi nated through all the mmjor agencies, and |
believe they are waiting JCS coordination, with the
hope that this would be come essentially -- doctrine
may be too strong a word, but it would certainly be
the guiding principles, the score sheet, the piece
of music that all the services, including the joint
conmanders woul d have to play off of so that we al
start fromthe same | evel and hopefully devel op both
short- and | ong-term nmechani sns to nake sure that
we' re consistent.

In the Air Force, each one of the services
is tasked with coll ecting epidem ol ogic information,
not just in the general health status sense. As the
i njury subgroup yesterday indicated, we need it for
all types of health conditions but specifically for
depl oyed cohorts.

So the way the systemwi |l work is that the
Def ense Manpower Data Center in Monterey will be
provi di ng each of the services with the nanes,

Soci al Security nunbers, denographic information of

t he depl oyed cohort so that at some future tinme we
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can do | ook-backs on whether or not these

i ndi vi dual s had a hi gher incidence of conmmunicable
di seases, whether they had a higher injury rate.
You pick the outcome but the notion is the first
thing we've got to do is identify the exposed
cohort, which up until now had not been
systematically done.

The place where we're going to do this in
the Air Force is at the Epidem ol ogy Division in San
Ant oni o under Col onel Wight, and we're already
starting to generate rosters from for exanple, the
Haiti deployment. We're trying to get information
now on Bosnia. And this will becone a regular part
of the public health preventive nedicine effort in
the Air Force.

Ri ght now we're restricted in the Air Force
to really comruni cabl e di sease reports which, as you
know, is a passive surveillance system W do not
have an autonmated out-patient nmedical record. W do
have in-patient information. But certainly what we
can do is take that deployed cohort three, six, nine
nmont hs, a year after that deployment and run it
agai nst those databases both for conmuni cabl e

di seases and, for exanple, in-patient, to see if we
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see any abnornmal patterns in the troops that were
depl oyed.

It's just a first step but to those of us I
think in the preventive medicine comunity a
critically inportant step because we're finally
operationalizing sone of these things that many of
us have known for years we really needed to have a
systemin place to do.

So that's nmoving forward very quickly
within Health Affairs with all of the services’

i nput .

The other major area involves, of course,
managed care and prevention as it relates to nmanaged
care. Not only individual clinical preventive
services, but health pronotion and popul ati on based
approaches to inmproving the health of DOD
beneficiaries.

Since the time of the last nmeeting there
have been two major neetings, | believe, since this
| ast meeting. There was a tri-service DOD neeting
that was hosted by the Ofice for Prevention Health
Services Assessnent that | ooked at the Public Health
Service's "Put Prevention Into Practice" canpaign,

which is a series of clinician, patient and clinic
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materials that have been tested, shown to be
effective in increasing the utilization of screening
counseling and i mruni zati on tests.

We basically anal yzed those materials; had
in the national experts who worked on them And Dr.
Joseph and Dr. McG nnes keynoted that presentation

Dr. McG nnes was then the head of the O fice of

Di sease Prevention and Health Pronotion in HHS. And
with that, basically kicked off a consensus anong
t he servi ces.

One of the key elenents that each of the
services in its own way would have to address in
order to overconme the barriers and capitalize on the
opportunities within each of their respective
services to make sure that we optim ze the delivery
of clinical preventive services under our now new
managed care, quote, tri-care health care system

In order to get the word out, we then
present ed, asked for from Health Affairs and
recei ved about a half hour of time during the Tri-
care annual neeting which was held in January before
sone 750 or 900 hospital commanders and Maj Com
| eaders and regi onal medical center personnel, to

tell themthat this is sonething that Health Affairs
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and DOD are serious about. There are tools out
there. We will be dissem nating materials through
both the Tri-care regions and through the major
conmander or equivalent structures in the Army and
Navy and we will do that within 60 days.

Dr. Trunp, nyself and Colonel Carroll from
the Arnmy, who is the Chief of Famly Practice,
presented a joint presentation. A thenme we're
pi cking up here is jointness. | don't find any
issue that |I'm working now that's al nost exclusively
Air Force and that's probably the way it shoul d be.

And this certainly is a reflection of it.

One of the problenms, though, that this
reflects is that Tri-care is a health care system |
woul d suggest to you, alnost, if not in nanme only,
it certainly is an adm nistrative structure. But if
you | ook at the guts of the health care system do
we have in place the infrastructure, the procedures,
the policies that an organi zed nmanaged care system
has. And the answer to that is no. W're really
| earning just how to wal k.

And so what we've really got here is
clinical practice guidelines. Do we have the clinic

organi zations that have a way of reporting on
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performance for these nmeasures. So, in |ight of
that, the second major aspect of this is the
civilian external peer review program This program
has historically | ooked at in-patient hospital
procedures within DOD to see whether or not, for
exanpl e, our rate of conplications with

| aproscopi cal cystectonmy was the sane as in the
civilian sector. Are our obstetrical outcones the
sane as they are in the civilian sector.

This will be the first major effort that
| ooks at an anbul atory care service. And as such,
it represents a mpjor leap forward, | think, in
getting to where the bulk of health care is
devel oped, in the out-patient rather than the in-
patient setting.

We' ve had two neetings so far. The co-
chair of this is Dr. Shirley Kelley, who's Vice
Presi dent of JCAHO, which is increasingly getting
into the accreditation of managed care pl ans j ust
li ke the National Commttee on Quality Assurance.
And what we are neeting -- we're neeting Monday
afternoon to finalize the nmethodol ogy to obtain
baseline information for both the direct and

indirect care systenms. That is, that that care that
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we paid for but don't necessarily deliver ourselves,
so that we will have a baseline to start from

Ri ght now if you asked nme what is the |evel
of i mmuni zati ons anong 2-year olds in the Air Force,
| don't have a database to |look at that. | don't
have a database to say what proportion of wonen over
the age of 50 have a mammmogram We've got to not
only develop the baseline information so that we can
measure our success using "Put Prevention Into
Practice" against it, but we've also got to be able
to, in the old Peace Corps way, teach people out
there how to fish rather than just giving themfish.
And we've got to -- we're conmmtted to inproving
facility self-assessnent ability during this
process.

So this is very exciting to all of us, |
t hi nk, because we're |inking progranmatic
i npl ementation to baseline information, ongoing
i nprovenent, around sonething that's going to be
measured for health plans. Clinical preventive
services make up sonething |li ke four of the seven
quality indicators for health plans. Why? Because
there's a | ot of consensus they should be done and

you can neasure t hem
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One of the aspects of that is basically,
right now, as | said, we don't really have, except
in name only, a true managed care system |f you
pi ck up an Arny or a Navy nedical record, the
materials on the |left side of that chart are all
different. The problemlist format, the things for
i mmuni zations, you know, what types of fornms enter
out of there.

So one of the notions that we want to do is
take the "Put Prevention Into Practice" materials
and to standardize a formthat would go inside the
medi cal record for all DOD nedical records. Now
the key -- this basically is a congloneration that
Maj or Candace McCall of nmy office is working on to
try to work with the three services to cone to sone
agreenent to take before the Board that makes form
decisions within DOD as to what should be in the
medi cal record.

But the inportance of this is not so nmuch
this. This is what our old problem sheet | ooked
like in the Air Force. But it's the notion of a
preventive care flow sheet. And it's really -- this
single itemalone in studies of the "Put Prevention

Into Practice" has been shown to increase the
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utilization of preventive care. It's not that
doctors and clinical nurse practitioners don't want
to do prevention. They don't know what needs to be
done at what tine.

So, getting the clinician, getting the
technical people, the adm nistrative help to fill in
these flow sheets and make it part of the nedical
record is one inportant piece. And right now, we
still have forms on the chart that tal k about
smal | pox i mruni zati on, which ironically, nmaybe we'll
be tal ki ng about again.

But at any rate, we're really outdated.
Sone of these fornms need to be cleaned up, so that
we' re working on that.

Sone of the recent devel opnents at the
O fice for Prevention and Health Services
Assessnment. They have numerous projects going on,
sone 15 or 20, but | just wanted to highlight a
coupl e they were maki ng sonme rapid progress on.

One is to tap into the CDC Wnder/ PC
network to avail every one of our bases of CDC s
expertise on on line information as it relates to
any nunber of recommendations in public health

preventive nedicine. We anticipate by the end of
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March that all Air Force Bases will have in the
Public Health Officer Air Space Medicine Squadron,
PC Wonder |ink-ups such that we will be able to get
into that information real time, as well as using
Air Force resources of the Epi Division or ny office
for consultations.

More inportantly, though, is the Air Force
wi Il becone essentially the 51st State on this
network. Right now, all of our conmuni cabl e di sease
information is transmtted via paper or via message
traffic. And what we will be establishing by
Oct ober is essentially an account with CDC that
basically makes all Air Force bases a State with
centralized reporting that we then get at the
Epi dem ol ogy Division in San Antonio. So we'l
start getting that type of systemthat many State
heal th departnents now use for disease reporting.

The Health Enroll ment and Assessnent Revi ew
has cone to fruition. This, as you may recall, |
tal ked about briefly. But it was a conbined health
ri sk assessnent tool that also tries to predict
utilization for the purposes of enrolling patients
in the managed care pl an.

The traditional HRA, as you know, | ooks at
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risk factors. But it doesn't |ook at indicators of
potential high utilization that will help you target
interventions for that patient or assign them a
primary caregi ver based on their past history of
medi cal condition.

Thi s product has been largely conpl et ed.
It has been turned over to Region VI, which is
operated out of WIlford Hall Medical Center in San
Antonio. And we think that it offers a |ot of
promse. It will also be used in Air Force Region
IV, which is out of Kessler Air Force Base in
M ssi ssi ppi .

Def ense Wonen's Health Research Projects,
t he Epi dem ol ogy Division subm tted numerous
proposals to look at -- | believe one was out-
patient utilization and al so Desert Storm experience

of Persian Gulf War veterans, to |l ook at their

utilization of health services during the war.
Finally, 1 just wanted to touch very
briefly. 1 know one of the interest itens at this

meeting was hepatitis B and C recruit policy. This
surfaced a couple of years ago, | think, when we
were visiting San Antonio at Lackl and.

Air Force current policy is, as in all the
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services, is that recruit basically donate bl ood.

It says voluntary bl ood donation. W neke it as
voluntary as possible, given the whole notion of

i nformed consent in this population is problematic,
just as it is in other groups. But nevertheless, we
do have the recruits donate bl ood.

As usual, they're screened but they're
going to be positive for any marker of hepatitis B
surface antigen or core antibody or hepatitis C
anti body, they're subsequently nedically eval uated
and if they show any signs or synptons of either
acute or chronic hepatitis with specific
transani mase el evation, then they are separated, as
t hey can be under existing DOD policy for, quotes, a
preexi sting condition.

Now, having said that, it raises the
gquestion if this is being done de facto in all the
services to sone degree, the question is is it
i nportant enough to nove it back to the MEP station
to nmake it an accession type of screen. There's a
| ot of information that obviously needs to be
brought forward on this issue before we
systematically study that.

DOD has convened recently a panel to | ook
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at accession standards and to try to -- | see Dr.
Kelley in the audience -- to |look much nore
scientifically at why we screen or what we screen
for and whether or not it really has an inpact on
people's service, et cetera, et cetera. So that's
very good. A lot of the nmethodol ogy that we' ve used
in prevention for preventive services we're now
applying to accession physicals and periodic

exam nati ons and those types of things.

But certainly, this issue, | feel much nore
confortable with this in |light of some that we
conducted earlier.

So that's really all 1'"ve got for you
t oday.

DR. KULLER: Questions?

(No response.)

Just a comment, Mke. | enjoyed that.
thi nk you nenti oned one of your two nmmjor areas is
t he managed care which, of course under that and
outside of the mlitary, | guess, capitation. W're
all thinking about around the country and the
capitated type of nedical care is a fiscally sound
type where we can keep people well

So | think going nore into what we're
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doi ng, we can do to help making this prevention

al ong the lines of things you tal ked about and
exerci se and cardi ovascul ar health, weight control
et cetera, would be very appropriate to -- you know,
inthe mlitary I think it's expanded the nodel for
out r each.

LT. COL. FALKENHEI MER: On of the issues
that particularly General Anderson and Ceneral
Roadman, both the current | eadership in the Air
Force, are very keen on is getting at sonme estimate
of what is the appropriate, in quotes, proportion of
the Air Force Medical Service budget that should be
spent on health pronotion and di sease prevention to
assure the maxi mal health and nost efficient health
care system And we are actively |ooking at
met hodol ogi es now devel oped by the Public Health
Servi ce when they went through the Health Care
Ref orm exerci se, at |east to know what should be
included in that count.

They tried to come at -- they came with the
figure of 1 percent based on both popul ati on based
and an individual clinical preventive services.

What is the appropriate ampbunt. And to the degree

we devel op a nethodology in the Air Force and then
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say here's what we're spending and we want to spend
nore, the biggest question cones because it's kind
of |ike taking someone who's been a hostage for
years and saying, "Now you've got a mllion dollars.
What do you want to do with it?" He doesn't know
what's on the market.

The prevention and public health community
has been so underfunded that once you tell them
"We're going to double and triple your budget. \What
woul d you use it for?" Then you' ve got to start
mar shal |l i ng the argunments about what's the nost
effective way to spend that noney.

But we want to push that envel ope and
particul arly General Anderson is very keen on
raising this up. He's been very concerned that many
of the clinical issues have been divorced fromthe
program fundi ng and budgeti ng process and how do we
infuse clinical expertise and a prevention focus
i nto our budgeting process.

And so there's a neeting going right now,
Strategi ¢ Resourcing, in Washington, with Air Force
group staff people fromall around the Air Force
tal ki ng about how we do that better.

DR. BROOVE: And that will include both
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i ndi vidual clinical preventive services and
popul ati on based prevention intervention?

LT. COL. PARKINSON: Yes. Because our
heal th pronotion activities are under EPSG s budget,
although it's really collaborative. W use other
line items in the budget for health pronotions. But
yes, it will include both.

DR. GWALTNEY: | woul d propose one goa
woul d be to offer periodic health risk assessnent
for everyone in the Air Force the way you're doing
it here. I don't know what percent that is but that
seens to nme that's what the goal is.

LT. COL. PARKINSON: That is a goal. As a
matter of fact, in many places we're noving toward
that. | nean, essentially what we want to do is in
the Health and Well ness Centers we're establishing
t hese one-stop shopping. You heard Major Shel
earlier tal king about that.

The Health and Well ness Center is going to
be the focus, kind of an adjunct to the clinic where
we basically adm nister health risk appraisals and
t hen basically have followup as the nedical
i ndi cations --

DR. GWALTNEY: Do you know what percentage
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that m ght be, roughly?

LT. COL. PARKINSON: | don't know off the
top of my head right now, sir.

DR. STEVENS: Just a comment on the
screening for hepatitis B and C. There was a
wor kshop conference that was sponsored by the Heart,
Lung and Blood Institute and | think FDA in January
| ooking at the issue of dropping surrogate markers
from screening of blood donors. And in particular,
ALT and anti-core. These were markers that were
adopted as surrogates for hepatitis C before we had
the C virus identified.

| think that group is recommending to drop
ALT screening from donor input, not as yet anti-
core. But it's also -- I"'mjust bringing this up
because it's a rem nder that anti-core itself is not
necessarily identifying somebody with this
condition. Most of those people will have anti -
surface anti body and won't really have any risk for
liver disease. So it's alittle different fromthe
antigen and anti-C.

LT. COL. PARKINSON: Right. I think we
feel a little -- personally | feel that this is a

program t hat we backed into because of the practice
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of having recruit bl ood donation. Now that it's
turned up on your doorstep, what do you do with it.

And so | think the right question is given
that we do this, is there enough nerit to noving it
forward into the MEP station. |'mnot convinced if
there is really, because then we're chasing down
even nore red herrings than we perhaps need to
sooner. So, at any rate --

DR. KULLER: You said now that you're going
to keep track of people who were deployed. 1Is that
just going to be the count that they were depl oyed
or is there going to be sonme way of nmonitoring that
they did get deployed, where they got depl oyed and
under what circunmstances?

LT. COL. PARKINSON: \When | nentioned that
12 point plan before -- and please, any coll eagues
join in here -- that is all in here. | nean, the 12
poi nt plan includes such things as identifying the
cohort that deploys, basically collecting better in
t heater information about any variety of threats,

i ncludi ng environnental, infectious disease, et
cetera; l|ocations of units; geographic tracking.
It's really soup to nuts. The various things that

we're now trying to catch up through the Persian
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Gul f experience. All those things should be
proactively built into the plan.

DR. KULLER: \What happens to this data when
the individual |eaves the service or especially what
happens to the data subsequently? Who's going to be
the | ong-term keeper of the data on people who get
depl oyed?

LT. COL. PARKINSON: [|'m not sure that
that's been tal ked about yet. And to be honest,
we're still in a stage where that is clearly not
sonet hing we' ve tal ked about.

DR. KULLER: | think that's a very
i nportant issue because in my experience in dealing
both with Vietnam and |ater on in the Gulf, but
especially with Vietnam the experience was that the
keeper of the data didn't know where the data was
and didn't know how to use it. It think the sane
thing is going to happen again unless the keeper of
the data has quality and knows what they're doing.

COL. TOWLINSON: | think there was a pl an.

We did discuss turning the data over to the VA, W
will have it all on conputer at that point with the
systens and | don't think it will be thrown away. |

think that that will all be kept where it could be
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retrieved in the future.

LT. COL. PARKINSON: | would say given the
current climte, |'msure it would not be thrown
away. | think we'll hold on to it.

DR. BROOME: Two questions. Are you
considering collecting serum sanpl es pre-depl oynment
as part of that?

LT. COL. PARKINSON: W had | ong
di scussi ons about the need for pre- or post-
depl oynment routine total force sera collection and
what it was generally decided was that because of
our HIV testing prograns that we have a relatively
good recent sera on all active duty nenbers and that
therefore the need for pre-deployment routine
coll ection was basically -- we had a baseline. And
we had baselines going back to the tine they cane
in, I nean, essentially. So the maintenance and
storage of sera in a sera bank is sonething we still
need to work out the kinks, but basically we have
the capacity to do that.

On the other end, in terns of post-
depl oynment surveillance, the feeling was with
i nproved in-theater surveillance and post-depl oynment

surveill ance, that we would draw bl ood and sera only
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if there was an indication of a problemthat would
require such a thing. And to do otherwi se, both in
ternms of the cost and the storage and even in a
sense the unnecessary fear or even the |l ogistics of
how you do it, we couldn't justify it. And for that
reason, we would do it as indicated clinically by

t he depl oynent information that we got.

DR. ASCHER: But you have followup HV
t hrough the normal rules anyway. Sequential bl oods
at one or two year intervals, anyway.

DR. BROOVE: Are those kept?

DR. ASCHER: Yes. Absol utely.

LT. COL. KELLEY: | think it was the July
nmeeti ng when | spoke about the Army-Navy Serum
Repository which is a contractor run repository out
in Rockville, Maryland where we currently have
banked approximtely 15 mllion specinmens. These
are specinmens that are accessed fromthe recruit-
appl i cant screening program goi ng back to about 1985
and the Arny active and reserve conponent programns
goi ng back to the earliest days, and there are sone
Navy sera in there, too.

Prior to about '89, sonme of the sera are

harder to retrieve because the data needed for
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| i nkage wasn't conputerized. But from'89 onward we
do have our conputerized data that allows us to take
an individual and figure out what his serum nunber
was -- nunbers were. And that's a quite efficient
system and we've been using it for a variety of
studi es and hope to see it used nuch nore
extensively in the future.

DR. STEVENS: 1Is that just the entry
sanples or is it also annual ?

LT. COL. KELLY: No. For recruit-
applicants, we have all the recruit-applicant
sanples. And then for the active Arny, the current
policy |I believe is that they get tested at | east
every two years. Certain people would end up
getting tested nmore often than that.

"' m not sure how frequently things are in
t he Navy, but we are banking Navy sera. |'m not
aware that we have the force testing sera for the
Air Force, but | do believe we have their recruit-
appl i cant speci nens.

LT. COL. PARKINSON: There are aspects of
this that have to be shored up to make sure that we
do neet that. Certainly the pre-, some baseline

sera on every single person that m ght depl oy.
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CAPT. TRUMP: \What we definitely have is
sanples so if there's a question, we can get
controls and cases in controls or deployed and non-
depl oyed and develop a study. |[|'m not sure we need
to have them on every single person. The nunbers
are there to | ook at things in depth, if necessary.

DR. BROOME: The other question was on the
managed care. Clearly it's a real opportunity to
enphasi ze clinical preventive services but the other
big driving force has been cost containnent. |Is
that also a part of what you're all undertaking?

LT. COL. PARKINSON: Certainly that's the
goal of the overall effort. M own person viewis
that there is an extended lead-in tinme. The country
is divided up into 12 regions and the regions are
coming on line with this and there are at | east
three different financing mechanisns that can be
used to enroll patients in various odds and ends.
And that is as nmuch of a legislative mandate as it
is anybody's choice. And that makes a little
conplicated, |I think, to look at it init's true
benefit sonetines, in terns of cost containnent
versus quality outcones, et cetera, et cetera.

So it's a huge system | think we're the -
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- you know, a Fortune 10 conpany and we're the
second -- you know, named the |argest if not second
| argest health care systemin the world. And to
bring that on line, change it froma fee for service
type nmentality to one which is nanaged care that
enphasi zes clinical guidelines, you know, capitated
budgeti ng, best practices, it's a nonunental task.

And we're working on it as best we can, but it's a

huge j ob.

DR. KULLER: Thank you very much. Captain
Trunp?

CAPT. TRUMP: Good afternoon. It's a
pl easure to be here representing the Navy. 1'm here

on behal f of our Surgeon General Adm ral Hagen and
my nore direct boss, Admiral Sanford.

On a personal |evel, as M ke indicated,
things like the Persian Gulf illness and the
Compr ehensi ve Clinical Eval uation Program
depl oynment surveillance and the like, is keeping nme
busy and certainly at the Headquarters |evel are
areas of major concern. And nuch of what Col onel
Par ki nson tal ked about for all those areas applies
to the Navy.

What | would like to talk to you about in
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my few mnutes this afternoon are sonme of the other
things that are going on nore out in the field with
our preventive nmedicine officers and the clinical
providers out there. 1In many cases, the issues that
this Board has gotten in the past when it conmes to
respiratory di seases, surveillance and contro
prograns.

The first one 1'd like to talk about is an
i nvestigation of an outbreak of acute respiratory
infections that occurred anong the recruit training
-- at our recruit training center up at Great Lakes,
I1linois this Fall. Comrander Steve Hooker fromthe
Navy Environmental Preventive Medicine Unit in
Norfol k was the main epideni ol ogi st involved in that
i nvestigation. They did find that there was a
significant increase in hospitalizations for acute
respiratory di seases that occurred in the period
from August through October |ast year, and it was
primarily based on hospital adm ssions for
pneunoni a, peritonsillar abscess and pharyngitis.

Thirty recruits were admtted with
di agnoses of pneunonia, 10 due to Haenophil us
i nfluenza and four due to G oup A beta neolytic

streptococcus and 16 with no known eti ol ogy. For
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the conparable period in 1993 there were only two
adm ssions for those same di aghoses.

Simlarly, there were adm ssions for
peritonsillar abscess that increased fromtw to 21
in the three nonth period in 1994; 14 of those due
to Group A beta henolytic strep. And the adm ssions
for pharyngitis that required in-patient care also
i ncreased.

The average recruit population in those two
conparison periods did increase also. It went from
about 5,000 in 1993, as the average recruit
popul ation, up to 8,000. And that's due to the
consolidation of all of the Navy's recruit training
at one training center at Great Lakes. W' ve closed
the centers in Orlando and the center in San Di ego
has been closed also. So all of our recruits are up
at Great Lakes, which historically has been a
hot spot for infectious diseases for recruits within
t he Navy.

From a preventive nmedici ne point of view,
it's going to keep things interesting.

Because of the change in the denom nator,

t hough, the rates had to be | ooked at and they al so

increased. Essentially a tenfold increase in rates
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of hospitalization between the two conpari son
peri ods.

Most of these cases occurred during the
Summer, and as part of our streptococcal disease
program at Great Lakes, the penicillin, the bicillin
prophylaxis is stopped every Sumrer. It is not
resuned until the 1st of October and that has worked
wel | because it's been a tine of relatively | ow
nmor bi dity.

During the Sumrer preceding the outbreak
there was an average per week of seven recruits with
Group A beta hemolytic strep pharyngitis per 1,000
recruits, conpared to about three recruits per 1,000
per week in the previous Summer. The rate never
exceeded the 10 per 1,000 cut point that triggers a
nore energent bicillin prophylaxis program

But with the onset of the outbreak was that
Oct ober was also the tinme that the prophyl axis
programis normally put in place. Bicillin was
given and it brought the | evels down and the nunber
of hospitalizations down quite pronptly.

There were sone factors that were felt to
be related to the outbreak that included the

increase of the recruit population at Great Lakes
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with the closures of the other training centers; the
unavail ability of adno virus vaccine, although at
this point we have no confirmation that adno virus
was a particular problem They were reporting
increased visits to sick call for respiratory

di seases during that period of time. And also, the
potential that this may be a nore virulent form of
streptococcus that was present at that tine.

Commander Hooker and one of our residents
in training are going back up to Great Lakes to do
sone followup to the earlier investigation and | ook
at sonme of these other issues here in the next nonth
or so.

Anot her streptococcal problemthat we had
in the past two weeks was a case of necrotizing
fasciitis that occurred in the SEALS Basic
Underwat er Denolition Training Program which is out
in California.

There were two cases of invasive
streptococcal infections anong trai nees who were
goi ng through what is locally known as Hell Wek at
BUDS. One of those trainings had a necroti zing
fasciitis of the leg that required extensive

debri dement and a second had an extensive cellulitus
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requiring incision and drainage. And four others
were hospitalized with | ess severe forns of
streptococcal infection. And this is out of a group
of 70 to 80 who were in the training program

Hell Week is just a very extrenely arduous
and physically demandi ng training programthat
occurs after four or five weeks of physical
conditioning that the trai nees at BUDS are goi ng
t hrough in preparation for the further training that
will go on over several nore nonths until they
become Navy SEALS.

When they had these cases, the Hell Wek
program was stopped. All the other trainees
received bicillin prophylaxis after cultures were
obtained. It was thought that the index case nay
have been a trainee who was treated for a furuncle
during he precedi ng week.

The prelimnary study by Dr. Kaplan's |ab
on the two isolates fromthe necrotizing fasciitis
case and the other of these were not the sanme type,
but that is quite prelimnary information and nore
work is going to be done out there.

Ot her work that's going on out in

California is continued surveillance of the
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pneunoni a cases anong Marines at Canp Pendl et on.
The Board has heard about those efforts in the past.
Pneunococcal vaccine was adm ni stered in October
1994 with a subsequent decrease in incidence. And
at sonme point in the future, the results of that
intervention and the ongoing surveillance coul d be
di scussed in nore detail here with the Board.

And Commander Greg Gray at the Naval Health
Research Center and others out in the San Di ego area
are continuing their clinical trial of azithromycin
and benzathine penicillin for preventing respiratory
di seases. To date they've enrolled 1,106 Marine
volunteers. There have been on severe reactions to
either drug and the side effects with azithromycin
have been m ni mal

Commander Gray reports that the prelimnary
data from 262 Marines after two nonths of
observati on show | ower rates for cough of one or
nore days' duration anong Marine who are receiVving
azithromycin. But again, that's prelimnary
i nformation.

One other investigation that took place
during the sane period of time was an epi dem ol ogi c

i nvestigation of adverse pregnancy outcones that
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were suspected to be occurring out at the U. S. Naval
Hospital at Yokosuka, Japan.

I n Decenber 1994, Lieutenant Conmander My
fromour preventive nedicine unit in Pearl Harbor
conducted what is a prelimnary investigation
because of concerns that there were increased
nunbers of congenital anonmalies anbng newbor ns;
there were increased nunbers of spontaneous
abortions; and that there was a potential cluster of
fetal anomalies in pathol ogy specimens fromthose
spont aneous aborti ons.

In 1993 there had been three significant
congenital anomalies. 1In 1994 in the first 11
nmont hs there were 10 significant or potentially
significant anomalies. These were quite varied in
their nature and their overall nunber and type did
not exceed those that would be expected in the
popul ati on.

Over that same 23 nonth period there were
150 or 12 percent of all pregnancies ended in
spont aneous abortion. This again is |less than the
expected rate but during the three nonth peri od,
June to August 1994, the observed nunber of 44

spont aneous abortions was tw ce what was expect ed.
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The conclusions that were made were that
the incidence of congenital anonmalies anong newborns
wer e not higher than expected. That the incidence
of spont aneous abortion was higher than expected in
June to August 1994 but not during the preceding 22
nont hs or subsequent three nonths. And that the
i ncidence of fetal anonmalies in pathol ogy specinens
was not higher than expected. And that really no
concl usion could be reached at this point on the
probabl e cause of the increased incidence of
spont aneous aborti ons.

We're going to be doing a follow up
investigation in April after the infants who were
born fromthe cohort of newborns who woul d have been
concei ved at the sanme tine as those who were
spont aneously aborted. Most of those infants would
be born in the December to February period of tine.

One other thing I would like to do during
my presentation and hopefully can do in the future
is give you a brief update on sonme of the research
activities that are taking place at the Naval
Medi cal Research Units. And this is in part
triggered by Captain Steve Wgnall who is the

Commandi ng Officer out Naval Medical Research Unit
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Number 2 in Jakarta, |ndonesi a.

Just providing an update, the Board or
Board nenbers have gone out to the overseas
| aboratories in the past to | ook at their research
prograns. Both NAMA and NAMRU have been invol ved
continually with malaria research activities,
surveys of p-thalcifrone and p-vivax resistant
mal aria that's resistant to chloroquine in Northwest

They have been doing studies of co-

t herapies with chloroquine prinmaquine for

chl oroqui ne resi stant p-vivax and found an 8 percent
failure rate with using the co-therapy conpared to a
65 to 80 percent failure rate when using chl oroqui ne
al one.

They are able to do a conparison study of
mef | oqui ne and doxycycline for malaria prophyl axis
and irryangia anmong | ndonesian mlitary and found
t hat mefl oqui ne was 100 percent effective and
doxycycline was 99 percent effective in that
popul ation, in an area where soldiers on placebo
wer e experiencing 5.7 cases per nman year of
exposure.

They' ve conducted a nmalaria survey in
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Vietnamin the Con Bin District where the six nonth
attack rate is 77 percent. They feel that it may be
an excellent site for future malaria vaccine and
ot her prophylactic studies.

There were ketsial disease activities that
i nclude sera preval ent studies for nurine scrub and
fictyphus anmong | ndonesian mlitary who depl oyed
with the U N forces to Canbodia and surveillance
for scrub typhus in Indonesia.

They have al so been very active out at
NAMRU with enpiric di sease studies anong U. S.
mlitary who are deployed to their region. They can
conduct surveillance in collaboration with EPNU- 6,
with AFPREMS and with the Marine and Navy nedi cal
of ficers who are out in the field during exercise
Bal anced Torch '94 and Cobra CGold '94. Both of
t hose are in Thail and.

Duri ng Bal anced Torch, 47 percent of the
330 nmenbers who were surveyed reported diarrhea at
| east once during that one nmonth depl oynent.
Campyl obacter is the nost common isolate in 50 to 60
percent in both exercises and they are going to | ook
at a pre-vaccine trial during the 1995 exercise to

see if that's sonmething that m ght be feasible in
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t hat environnment.

They' ve done shi pboard studies during port
visits in Indonesian ports, Hong Kong, Singapore,
Kuwait City and Jabalil. Overall, |less than one
percent of the crew has reported to sick call wth
di arrhea during those port visits, but on a survey,
5 percent of the crew are reporting diarrhea on
average after each port visit, although not having
to go to sick call for treatnent.

When they have | ooked at sanples there, E-
tech preval ence in stool sanples has varied from1l
percent to 40 percent. They're also in the second
year of followup of the 67,500 I ndonesian residents
of North Jakarta who have been vaccinated with a
genetically engi neered oral chol era vacci ne,
CBD103HRG. And again, they have conpleted the first
of the three years of followup surveillance. And
t hey' ve continued prograns on the prevention of
mlitary HV infection; dengue, in preparation for a
vaccine test site; henorrhagic fever with rena
syndronme in their area; and hepatitis E virus
st udi es.

And the final thing I would like to plug

during nmy time is that next weekend begins the 36th
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Navy Occupational Health and Preventive Medicine
Wor kshop. It's going to be held from4 to 10 March
in Hanpton, Virginia this year. It continues to

gr ow

Captain Barry, the CO of Navy Environment al
Health Center is here with us today and he's the
host of that effort, which we are encouraged that as
it grows, it's also becom ng nore and nore of a tri-
service opportunity for people to get together and
share experiences, not just fromthe Navy and Marine
Corps side but fromall the services.

That's all | have. Any questions?

DR. POLAND: The recruits at G eat Lakes
t hat had henophil us pneunponia, were they untypable
or type B?

CAPT. TRUMP: | don't have those -- that
information. As far as | know, it was untypabl e but
" m not sure.

DR. GWALTNEY: Were those di agnoses nmade on
expectorated sputum or trans-tracheal aspiration or
bl ood culture? Do you have that information?

CAPT. TRUMP: No. | do not.

DR. GWALTNEY: Because | think Dr. Poland's

guestion -- when you di agnose pneunonia, it's hard
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to know how to interpret the results.

CAPT. TRUMP: Right.

DR. GWALTNEY: And while there's G oup A
strep pneunonia certainly probably would be real,
the H flus would raise nore question.

Was it possible to do viral studies during
that period of time?

CAPT. TRUMP: W have not done those. No.

DR. FLETCHER: G ven the streptococcal
i ncident, have you seen any rheumatic fevers
spreadi ng of streptococcal --

CAPT. TRUMP: | don't have that information
as part of the report and that is not sonething
that's been a significant problem | have an
anecdotal report that we did have one case recently.

DR. FLETCHER: Of rheumatic?

CAPT. TRUMP: O rheumatic.

DR. BROOMVES: Were the strep fromthat
out break studied and did you see any strep toxic
shock li ke syndronme in the Great Lakes outbreak?

CAPT. TRUMP: The strep was not studied but
we did not see any toxic shock in that group.

DR. GWALTNEY: How nmuch larger is the

popul ati on now that it's the only place for basic
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training?

CAPT. TRUMP: The average popul ati on of
recruits that's there at any one tinme has gone from
5,000 up to 8, 000.

DR. GWALTNEY: And as | understand it, it's
not a problemnow. That it's been controlled with
bicillin. 1s that correct?

CAPT. TRUMP: Right. During October
t hrough May, all the recruits who are entering
receive within the first two weeks, receive
bicillin, all the male recruits. And then about
four weeks | ater would receive the second dose,
whi ch would carry them through nost of that period
of tinme.

Those who are sensitive or have a history
of sensitivity to penicillins receive erythronmycin
orally as an alternative.

DR. LEUPKER: You nentioned just very

qui ckly an HI'V prevention program Wat are you

doi ng?

CAPT. TRUMP: That was -- | can give you
nore details afterwards. | have a report from
Captain Wgnall. That's really looking at HV in

Sout heast Asia and in sone of the popul ations they
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are working with there with the other mlitaries.

Yes?

DR. ASCHER: \What was going to be your
trigger for using pneunococcal vaccine at G eat
Lakes? In other words, when we got involved in San
Di ego, there were one or two sterile site infection
positive pneunococcal diseases which raised a flag
and got everyone convinced there was a fair anpunt
of pneunococcal disease. Several of us said there
must be nore there and you nust have sonme of it at
Great Lakes, too. |It's hard to diagnose sonetines.

CAPT. TRUMP: Right.

DR. ASCHER: So, |'m wondering in that --
what ever -- 12 or so undi agnosed pneunoni as whet her
you had sone pneunpbcoccus and whet her you shoul dn't
have used vacci ne and whet her you want to try to do
it next year like we did at San Di ego.

CAPT. TRUMP: |'m not sure that would be
the first control measure that we would try.

DR. ASCHER: Well, you want to have a
sterile site infection being your indicator system
for pneunococcal disease. | wouldn't like that if |
was a recruit.

DR. BROOMVE: But, you know, | attended an

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



© 00 N oo o B~ w N P

N RN N NN R R R R R R R R R R
A W N P O ©O 00O N OO O B W N +— O

456

AFEB neeting, oh, probably five plus years ago when
sonebody presented the information on episodes of
pneunoni a ot herwi se undi agnosed during the recruit
period and there was a fairly, not surprisingly,
substantially el evated nunber. And, of course, you
don't know what they are. But to nme, the thing to
do would be to do a control trial of pneunbcocca
vacci ne. You know, the way to find out if there are
pneunococcal is to see whether you have any inpacts
fromthe vaccine.

DR. ASCHER: | was thinking we'd do it next
year.

DR. BROOME: But you nmight consider doing
it recruit w de.

DR. ASCHER: Yes. That's what |'m sayi ng.
Exact|y.

DR. BROOVE: Yes.

COL. TOM.I NSON: Any ot her questions?

(No response.)

CAPT. TRUMP: Thank you.

COL. TOM.I NSON: Col onel Frank O Donnel
two weeks ago replaced Col onel Rick Erdtmann in the
Preventive Medicine Consultants Division at the

O fice of the Arny Surgeon CGeneral and he now wi |
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be the Arny representative to the AFEB.

Col onel O Donnell, for the last 4-1/2 years
has been assigned to Walter Reed and has spent
several nonths in Saudi Arabia during the war.

Col onel O Donnel I .

COL. O DONNELL: Good afternoon. It hasn't
been two weeks but 10 days that | have been in this
new j ob

(Laughter.)

And I'"mgoing to mlk that for everything
it's worth today. | did on the basis of ny six or
seven working days thus far, did select a few topics
which | either knew about nyself or felt -- or
pi cked the brains of sone other folks I thought |
woul d menti on.

Col onel Toml i nson gave ne ny first intro.
| did replace Col onel Erdtnmann as the Preventive
Medi cine Staff Officer at the Army Surgeon General's
office. He's actually been kicked upstairs. His
title | believe nowis Director of Health Service
and the Preventive Medicine person, nyself, | report
to him although I understand he antici pates an
assi gnnment as a conmander of a hospital this Sumrer.

Col onel Tominson left the Ofice of the
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Surgeon General where he served as Di sease Control
Consultant. He's now at Walter Reed where he's the
Chi ef of the Preventive Medicine Service, filling in
t he vacancy created by mnmy departure. And | guess at
the nonment it's fair to say you are still the

Di sease Control Consultant since a successor has not
been naned.

| did want to nention a few things about
reorgani zation within the Arny Medi cal Depart nent
and its inpact on preventive nedicine. |'mnot sure
if you've heard this before. Does any of the Board
menbers recall hearing how the Arnmy Medica
Depart nent was reorgani zed?

| don't want to bel abor this point but --
you' ve heard?

How about the rest of the Board? 1'Ill take
a mnute or so.

Basi cal ly, what's happened at the urging
and the initiative, perhaps, of our new Surgeon
General, Lieutenant General LaNoue, the AMED, as we
call it, has been reorgani zed.

To nake a long story short, what was once
called the Health Service Command in the Arny, which

was the operational wing of Army nedicine in the
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United States, has been renaned the U S. Arny

Medi cal Conmand. It still exerts an operational
function and exercises conmand and control over al
subor di nate nmedi cal organi zati ons within CONUS and
Panama and Hawaii. And perhaps sonme day we'll
actually exercise operational control over sone far-
flung AMED units overseas.

However, as part of the reorganization,
practically what's happened is the Army's Medi cal
Research and Devel opnment Conmand, which is now
call ed the Medical Research and Material Command,
has now fallen under the command and control of this
Medi cal Conmand. It previously fell directly under
the Army Surgeon Ceneral.

Furthernmore, the veterinary and dental
pr of essi onal s have essentially been broken out into
what we woul d call stovepipe organizations with
their own separate veterinary and dental commands.
And then lastly, a mmpjor inpact has been the
creation of what we call HSSA's, which is basically
an acronym for regional commands. And the Arnmy has
seven. | believe it's seven regi onal conmands
t hroughout the continental U S. and they in turn are

i ntermedi ate command and control organizati ons which
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control subordinate nmedical centers or what we cal
medi cal departnment activities, community hospitals
in their geographic regions.

Those internmedi ate HSSA' s or regional
conmands are sonething new but | think part of the
whole initiative is sort of the powering down
principle. In essence, to reduce the span of
control of the previous Health Service Command and
to in theory at |east provide a nore nanageabl e span
of control and |let the Medical Command at the
hi ghest |l evels of this organization to really start
to kind of |look upwards and to play a greater role
in terns of crafting the policy and big picture kind
of organi zational functions.

Wth the -- enough said about that. But one
ot her organi zation which conmes directly under the
Medi cal Conmand is what the newy created
organi zation called Center for Health Pronotion and
Preventive Medicine. It sort of fell in upon what
used to be called the Arny's Environnmental Hygi ene
Agency and that organization perhaps nmake up --
well, I'"mnot sure. Let's say 75-80 percent of the
strength of the new CHPPM as we call it, Center for

Heal th Pronoti on and Preventive Medicine.
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Sone felt that this CHPPM represents the
Arnmy's anal ogy to the Centers for Disease Control in
an attenpt to create a center of excellence where
prograns in prevention and health pronotion could
reside in many ways |li ke the Centers for Disease
Control, although by falling in on the fornmer
Envi ronment al Hygi ene Agency it al so assunes or
continues sonme m ssions which one mght say are a
little bit nore environnental than they are classic
preventive nedici ne.

Col onel Joe Gaydos who's here today, he's,
| believe, a senior physician, preventive nedicine
physi cian on the staff of the CHPPM and you'll hear
nore about that as time goes on. And he'll be
tal king to us tonmorrow about adno virus vaccine and
in the Departnment of Defense, really. And | just
want to sensitize you to that issue today. That adno
virus vaccine is an issue and he'll describe that
nmore fully tonorrow.

One ot her inpact of the organization in the
Armmy Medi cal Departnment is that in the old days,
shall we say, the Ofice of the Surgeon General
where | am now, had a staff of about 12

pr of essi onal s, several physicians, the Occupati onal
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Medi ci ne Consul tant, the Preventive Medicine
Consul tant and the Di sease Control Consul tant, as
wel | as a number of Medical Service Corps officers,
each representing the various technical specialties
within the general preventive nmedicine career field.

And in turn, at the old Health Service
Command, now t he Medi cal Conmmand, there were about a
dozen counterparts, if you will, sort of a matching
set of professionals, also serving the sane
technical areas and serving a staff function at that
| evel of command and control.

Well, that total of about 25 bodies
dedi cated to the preventive nmedicine mssion in the
Arimy in the Arnmy Medical Department, after the
reorgani zati on has been reduced to 11. And of those
11, nine of themare at the Medical Command. So in
fact, at the Arny Surgeon General O fice, there w |l
remain two out of the fornmer dozen or so. And those
two will be nyself for as long as | can hold out, I
guess, and a Sanitary Engi neer Consultant.
Currently that position is occupied by Colonel Bob
Fitz.

It's this downsizing, if you will,

consistent with the downsi zing of the Departnment of
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Defense in general, certainly with the Arnmy, and it
forces upon us in the Surgeon General's O fice with
a re-look at what exactly is our role. And |I'm new
enough to the job that I'"mnot going to attenpt to
tell you what that role is. 1'll probably know by
the tinme -- the next tine the AFEB neets.

But suffice it to say its role and its
function is going to change. And | believe Captain
Trunp and Col onel Parkinson alluded to their
preoccupation with tri-service endeavors and worKki ng
with DOD Health Affairs. And just in ny first 10
days or so, | found out that is a big ticket itemon
my agenda for the future.

But suffice it to say at the |evel of the
Surgeon General's Ofice, preventive nmedicine
staffing has gone way down.

| do want to nmention that the senior
preventive nedici ne physician at the Medi cal Command
is Colonel Ben Diniega, who's sitting back there in
t he audience. And |I'm sure many of you know him
already. He's been there since the Fall. And if you
really want to know what the Med Com does and what
he does there, | suggest you buttonhol e himduring

t he breaks.
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One thing which Col onel Diniega has
initiated which I think will help in the context of
reduced manni ng of preventive nedici ne headquarters,
he's initiated a series of nonthly video-

t el econferences anongst the senior |eaders in
preventive nedicine in the Arny. It includes both
fol ks at the Surgeon General's Ofice, his office,
t he Medi cal Conmand, these regional commands, the
overseas preventive nedicine | eadership and the
fol ks from CHPPM

And | think the first one was held in
January. |Is that right? January. And from ny
vant agepoint, | thought it was very well done. A
very busy two hours indeed, but very, very useful in
ternms of enhancing the conmuni cati on between the
various players in the preventive nedicine career
field.

A couple of other topics | just want to
mention briefly. Wth respect to the situation with
m grants in Cuba, ny predecessor didn't nention that
so I'"Il just give you a few tidbits which I've been
able to glean in my brief tinme.

As of the 2nd of February, there are

approxi mately 20,000 Cuban m grants residing at
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Guant anano Bay. And you've probably seen in the
news sone of the problens that presents. There are
al so about 6,000 Cuban m grants who are in Panana.

The nedi cal support, the joint nedical
support being provided by all three services to the
popul ati on at Guantananp is about 634 people, total
officers and enlisted. And they're dealing with
sone very fundanmental problenms of not only
sanitation in a very, very crowded environnment, but
al so the provision of health care services to a
popul ati on which | guess by definition is
i npoveri shed, suffering from many of the
difficulties of living in poverty and crowded |iving
conditions, with perhaps nmarginal sanitation, as
well as with sone of the medical problens they may
have brought with themfrom in this case, Cuba.

The other statistic which I just care to
mention to you to kind of give you a flavor of sone
of the problens -- two statistics. One is the cases
of active T.B. that have been docunented to date
anongst that popul ation has been about 150. One
hundred and sixty, | believe is the nunber.

And t he ot her nunber which | thought was

interesting was that anpbngst the two popul ati ons of
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foreign nationals who have been at Guant anano,
anongst the Haitians and the Cubans, there' ve been a
total of about 200 live births in Guantanano Bay.
And again, just to kind of punctuate some of the

ki nds of nedical problens facing the fol ks providing
medi cal support down there.

Just a few words about the situation in
Haiti. The Anmerican presence there is about to be
reduced even further and the United Nations is going
to bring in -- at least 10 different countries are
going to contribute forces to continue the United
Nation's efforts in stabilizing the political
situation in that country.

"1l just nmention in very general terns
that the situation with the first cases of dengue
anongst our forces has really quieted down. |'m not
sure | can give you a nunber but there was a flurry
of cases back in the late Fall, but that situation
has qui eted down.

Chl oroqui ne prophylaxis is SOP for Anmerican
forces in Haiti and appears to continue to be a
successful form of prophylaxis. There have been
occasi onal cases of falciparum mal aria anongst non-

U.S. personnel but I"mtold, at |east anongst the
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| atest few cases, that those people responded to
therapy with chloroquine itself. So, so far, so
good.

One concern about the -- two concerns about
the arrival of mlitary from other nations who are
going to take over this U N mnmssion. One is the
issue of the malaria. Many of these countries --
three or four at |east who are providing forces to
the U N force are countries which are malaria
endem c thensel ves, some of which have chl oroqui ne
resistance falciparummmalaria. So there's at | east
a theoretical threat that it's possible there wll
be introduction of chloroquine resistance into
Hai ti.

The other side of that picture is
apparently transm ssion of malaria in general in
Haiti at |east at the nonment is very, very low  So,
gi ven hopefully a very | ow preval ence of carrier
state of malaria and a very low rate of transm ssion
of malaria fromcarriers to new cases, maybe
chl oroqui ne resistance will not be -- will not
surface. But it's a theoretical concern at this
poi nt .

The ot her aspect which was nmentioned to ne

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



© 00 N oo o B~ w N P

N RN N NN R R R R R R R R R R
A W N P O ©O 00O N OO O B W N +— O

468

is that these U N forces are going to disperse a
little bit nore widely throughout the country than
has been the case thus far. They'|ll be noving into
geogr aphi c regi ons which have not been well
characterized in terms of endem c di sease threats.
So our folks who are providing the lion's share of

t he preventive nedicine support have some unanswered
guestions about the endenm c disease threats in these
new areas. And there are al so unanswered questions
as to how well these new forces will attenpt to
sustain levels of field sanitation which will keep

t hem out of trouble.

That's inportant to us, even though the
remai nder of our -- shall we say our conbat arns
types, Anerican conbat arns types, nmay be departing
Haiti in |large measure, the nedical support which
will be provided to the United Nations forces wll
continue to be American nedical support. And so to
the extent the preventive nedicine fails, to the
extent that there's an increase in the incidence of
di sease anongst the U N. forces, the inpact is going
to be borne by our U S. nedical hospitals which are
provi di ng medi cal support down there.

One other item | want to nmention is
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sonet hing called the Medical Surveill ance System

whi ch | had hoped you had been told about before.
Does this ring a bell with anybody on the Board? In
essence it is a new reporting system for diseases of
reportability. Let's put it that way.

The Arny had a tinme honored nethod of
recordi ng di seases, primarily diseases but also
injuries and other events, outbreaks, which were of
a public health or command significance and it was
what we used to call the MED- 16 system And it was
said to be a telegraphic system

I n essence, you want to collect the
requi site information for reportabl e disease and the
regul ations said turn it over to an adm nistrator,
patient adm nistration type, or registrar, if you
will, and have them send in the report. That never
wor ked.

Preventive nedicine fol ks, epiden ol ogi sts,
shoul d never turn over such information to records
types. | nmean, they'd send the report when they got
around to it. But the whole design of the system
was tel egraphy, a fast method of commrunicati ons way
back when the system was devi sed.

Well, finally, the system was superseded
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this year by what we call the MSS, the Medi cal
Surveillance System And in essence, it depends
upon nmodem transm ssion of relevant informtion
about a long list of reportable diseases, nost of
whi ch woul d correspond to the reportable conditions
whi ch nost state and federal agencies would think
are reportable either by | aw or by good sense.

We' ve got sonme additional ones which
pertain particularly to the mlitary. And in
essence, if you' ve got one, if you find one in your
medi cal treatnent area, you fill out this very
handy-dandy conmputer friendly report and it takes
about two mnutes if you' ve got the data at hand,
and then you essentially say "transmt" and the
programtransmts. It dials up the receiving nunber
and downl oads -- or uploads and downl oads the data
to the conputer at the Walter Reed Arny Institute of
Research, which is the central repository, and hangs
up and returns you to the user screen.

|'"ve used it for very many reports during
my time at Walter Reed. It works well. And I
haven't had any recent feedback fromthose fol ks but
it's my inpression fromthe bul k of Army preventive

medi ci ne, they were overwhel m ng these folks with
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reports. It's actually turning out to be a very
effective system

A large part of the nunbers are due to the
fact that people are reporting sexually transmtted
di seases and there's a ot of that. But from ny
vant agepoi nt at Walter Reed, we're reporting a |ot
of other curiosities, not only some pathogens but
all mlitary cases of |leishmaniasis end up at Walter
Reed. So we've dutifully reported each one of
t hose.

And | suspect that perhaps in the Fall at
t he annual preventive nedicine neeting when we'll
get an annual summary of what's been comng in, |
| ook forward to that. |1'm sure the database has
accrued sonme very interesting information.

So, the summary data should be very
interesting; hopefully, much nore useful than the
old systemit replaced. But nore inportantly, it
may actually turn out to be a tinmely systemin the
sense -- it was just last week, it turns out, that
the folks who were collecting this data are sendi ng
to the Surgeon General's Ofice a daily sunmary of
the previous day's reports. And |I'm sure 90 percent

of the time they're sort of not terribly
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interesting. But the one that caught nmy eye | ast
week did catch ny eye because of three cases of
people with carbon nonoxi de intoxication, all from
t he same pl ace.

And that definitely caught ny eye and it
happened the day before. So I think it subserved a
need in the sense that we at hi gher headquarters
were alerted to this event and | tried to nmake sure
t hat others who ought to know about this did know.
And, of course, further inquiry will take place.

So that's a new, exciting devel opnment,
t aki ng advant age of new el ectronic technol ogy, which
| think is finally subserving a need which we in the
field of preventive nedicine/epidem ol ogy have
al ways recogni zed. Information is power, if you
will.

Now, what ki nd of power? Well, the power
to do good things. | nmean, that's really all it's

about. And I think this is probably a technol ogy

which will be very useful in that regard.

That's all |I've got to report. If you want
me to say anything else, | guess | don't know any
better at this point, so |l will plead ignorance.

Anybody got any questions?
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DR. WOLFE: | share your concern about that
t heoretical risk of inmporting chloroquine resistant
mal aria into Haiti. There should be other
interested parties, such as PAHO, CDC, nmaybe USAI D

And conceivably, if it doesn't sound like pie in
the sky, there is sonething that could be done in
ternms of nmaybe screening these people comng in from
mal ari a endem ¢ areas and treating them before they
get to Haiti with something |i ke Fansidar, which is
sinple and well tolerated in treatnment dose, if
they're not self-allergic. Perhaps Hal ofan, which
agai n should be safe in a young, healthy individual.

Mefl oqui ne m ght be a bit difficult relative to the
ot her two. And perhaps the Arny should take sone
initiative in at |east contacting these other
organi zations to see whet her sonebody m ght get
sonet hing nobilized before it m ght be too |ate.

COL. O DONNELL: Again, | plead ignorance
as to whether or not or what kinds of coordination
may have occurred.

DR. WOLFE: Probably none. That's why |I'm
rai sing the issues.

COL. O DONNELL: I wouldn't be surprised in

the least, | certainly would agree with your
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suggestion. Now, sonebody's here from CDC; right?

Know anyt hi ng about this?

DR. BROOVE: |'m not aware of any
particul ar discussions but |I think it would be a
good idea and | can help put you in touch with the
fol ks at CDC and PAHO. | nean, obviously the issues
of jurisdiction in the mlitary are not totally
trivial, but it seens |like we ought to be able to
put together the technical expertise and then talk
about what are the logistic feasibility issues.

COL. O DONNELL: Yes, sir.

DR. KULLER: Two questions. One, a |lot of
the troops are going to be com ng back fromHaiti.
What is the situation with regard to tubercul osis?
And second, | was rather interested in -- | guess
you saw this in Novenber. In the Washi ngton Post
there was an article that dealt with CDC s concerns
about G's returning fromHaiti, that they have
dengue and the possibility, because there were
nmosquitos in the United States, it says here they
m ght start transmtting dengue in the United
St at es.

Now, it's a little bit worrisone because

the statenent is made that you can introduce virus
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into an area where nosquitos occur. There are very
few places in the United States that nosquitos don't
occur. Sonebody reading this would be terrified.

Just because of a previous experience with
the Gulf War and others, is there a plan to handle
the issues that may occur with regard to the troops
now returning fromHaiti and somebody com ng up with
this idea that we're suddenly going to see,

guot ati on marks, sone clinical dengue or something?

COL. O DONNELL: I'mafraid ny response
will have to be a general one at this point because
" ve not been working the issues. | had sort of a

parochi al span of view prior to 10 days ago.

My feeling is, -- howis that going to play
out? Well, first of all, we are very sensitive to
the i ssue of dengue occurrence anongst our folks.
And | think the scrutiny with which people with
febrile illness, the scrutiny they receive when they
go to the MIF's in Haiti is fairly close.

At the nmonent, -- sonebody can correct ne.

At the nmonent, we are not attenpting to do dengue
serol ogies from bl oods taken in Haiti. The
qualitative feedback I got from sonmebody who's down

there right now is that they've not been -- they're
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really not sure about a |lot of these febrile
illnesses they are seeing, but if any of it is
dengue, it's a very atypical presentation. It's not
as severe | guess or typical in terns of
synpt omat ol ogy. This was their experience in the
Fal | .

s this a major concern neverthel ess or for
the long haul to the United States? M knee jerk
reaction is yes, of course it's of concern. There
is a-- and with respect to the issue of T.B., |
have at | east been the recipient of docunents from
the Ofice where I now work that suggest that
anybody who returns fromHaiti needs to go through a
medi cal basically clearance process or at |least a
medi cal scrutiny at their hone station. That would
include a T.B. skin test.

And | believe the proviso is we needed to

have it three nonths after -- the skin test -- three
mont hs after their return. In terms of the rest of
the review, | believe it was nore of a carefu

hi story and a PRN eval uation of the sol diers.
Col onel Tom i nson, you nay be able to shed
sone nore light on this.

COL. TOWM.I NSON: Yes. On dengue, it was
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determ ned that individuals returning honme based on
the period of time of virema during the illness,
that it takes thema few days to get home and only
t hose who had just been infected would still be
virem c by the tinme they returned.

The nosquito popul ati on was very | ow at
that time around Fort Drum where nost of the
i ndividuals were returning to, so it certainly was -
- we were asked to answer this question. It was
t heoretically possible but highly unlikely that
dengue woul d be introduced to this country.

And in speaking of the risk of malaria or
dengue, that sanme risk would apply to civilian
travelers also. And other than along the Mexican
border, | don't think we'd have too nuch of a
problemw th malaria being introduced into this
country.

So froma practical standpoint, we don't
see it as a big problem O course, tubercul osis,
we have seen sone T.B. converters after returning
fromHaiti; |ikewi se from Somalia. W have not seen
any active disease in any soldier returning from
t hese foreign deploynents but they are checked.

It's part of their post-depl oynment surveillance that
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they return three nonths after getting back hone for
T.B. skin testing.

DR. KULLER: | would strongly -- I'mjust
readi ng again. Sonebody sent this to me from our
university as a warning. And it says, "CDC says G
returning fromHaiti may be susceptible to dengue
fever." And then underneath it is sonebody from CDC
war ni ng about the fact that there could be
transm ssi on of dengue in the United States, which
as you said, is extraordinarily unlikely.

But sonebody reading this in the Washi ngton
Post, especially with the authoritative statenents
here, we can start all over again with another cycle
of all kinds of problens.

So it seenms to nme that maybe since CDC is
in the mddle of this, maybe CDC t hrough the
nmorbidity, nortality surveillance in the weekly
reports could suggest to them putting out sonething
about what's going on in Haiti and al so nmake sure
it's known so that we don't start all over again
with maybe yes, nmaybe no, perhaps or possibly,
because we're going to wind up with anot her
cat astrophe on our hands for sure.

DR. WOLFE: Dengue was endenmic in Sonali a.
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Dengue has been endemic in Puerto Rico for many
years with lots of Puerto Ricans comng into the
country. Dengue has been endemi c in Mexico, the
Cari bbean, Central Anerica for the |last few years
with many, many tourists comng in. W do have
occasi onal cases of dengue inported but there's been
no spread. And |I really would not put any great
enphasis on this except to try to quiet down that
article.

DR. KULLER: | agree with you. But it says
here clearly -- | nean, Dwayne Googler, who's
Director of Ecto-borne infectious diseases
announcing that there's an increasing risk of
physi ci ans seeing severe dengue in the country but
al so increasing the risk of introducing the virus
into areas where nosquitos occur because nosquitos
can transmt the disease to others. And that
basically, -- in nmy mnd, nosquitos occur everywhere
in the United States.

DR. ASCHER: But there are al so npbsquitos
and nmosquitos. Not all nosquitos carry dengue.

DR. KULLER: That's right. But sonmebody
reading this -- and it's obviously -- | nean, it

doesn't -- it's not com ng out of sonmebody's back
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yard, so | nean, | think you re absolutely correct.

| think the point or concern | have is that anybody
who conmes back from Haiti now who starts conpl ai ni ng
of respiratory infections or not feeling well or
tired, whatever else is left, we're going to start
all over again with either they just have dengue or
-- especially if sonebody in their famly al so cones
up with a respiratory disease. It will be a mni-
dengue epidem c that doesn't exist.

COL. O DONNELL: I think the principle
vector in this hem sphere with Haiti is Egypti,
isn't it?

DR. ASCHER: Yes.

COL. O DONNELL: And we've got plenty of
that in the United States. But | think it cuts off
j ust above the Mason-Di xon line or something |ike
t hat .

DR. ASCHER: Al opictus is the --

COL. O DONNELL: But alopictus is here and
it's probably in a lot of -- well, it's probably
sporadically distributed and it will work. But
again, | think we got |ucky perhaps that the
soldiers went back to Fort Drumin Decenber when

there weren't too many nosquitos, and | think with
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Haiti's Egypti being so preval ent throughout the
United States in the warmer nonths, we've already
passed the test of life, if you will, with the other
travel ers who've returned presunmably, from getting

t he virus.

We' ve passed that test. The only way we
coul d change that perhaps is we introduce gigantic
nunbers of people carrying the virus during the warm
weat her season, but again, | don't think that's
i kely to happen, given the experience thus far.

DR. GWALTNEY: |I'm not an expert in
tropi cal nedicine but I just returned from Puerto
Rico | ast Monday and | spent the norning with a
group of Puerto Rican physicians. As Dr. Wlfe
points out, there's a huge traffic of Anericans back
and forth to Puerto Rico to fill up those cruise
ships and there's going all the time. And Haiti's
ri ght next door and they've had a big epidem c of
dengue in Haiti this year. Right nowthey' re in a
drought. They're out of the dengue season. So this
is a good tine to bring the soldiers back.

But it's ridiculous to say that the troops
are going to bring it back when all these civilian

tourists are a nuch large risk of bringing it back,
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if it were going to happen.

DR. POLAND: | wonder if you could brief us
at all about what | think |I read where one or two
deat hs anong troops at Fort Bragg, | think.

COL. O DONNELL: O ?

DR. POLAND: Rangers.

COL. O DONNELL: You nmean the hypotherm a
deat hs? Well, actually -- | nmean, | could tell you
what | know, which is probably not a whole | ot nore
than what's been in the press.

Four Ranger students, candi dates, succunbed
to what was apparently hypothermia. | believe it
was | ast Wednesday. And | think the accounts that |
heard in the newspapers were apparently corroborated
by what | heard through the mlitary channels, which
wasn't rmuch. But there were four deaths. They were
rat her casualties, if you will, from hypotherm a.

The circunstances leading up to it, as |
understand it -- and again, | think this has been in
t he newspapers. Basically, the exercise, the
training, if you will, required these trainees to
find their way through a swanp. And | don't know
what the di stances were.

Traditionally, I'mtold this water is knee
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deep or so. Because of recent precipitation or
sonet hing the water was consi derably deeper, wai st
high up to md-trunk. Water tenperature was 52.
The SOP there says we will lot let soldiers in the
wat er when the water tenperature is 50 or bel ow, so
it was above the standard, but actually the degree
of emersion was greater than they were used to or
what they could have antici pated.

And there were survivors who apparently

definitely had hypotherm a and there were sone

ot hers who succunbed. There is a -- and | think
that's pretty nmuch everything I know. 1In a
ci rcumst ance, an event like this, there would be

obvi ously a very detailed investigation. The
investigation, as | understand it, is being headed
up by the Arny Safety Center. They've got the

hor sepower to do this.

They will be assisted by both the -- | know
an I nspector General's Ofice, and |I'm not sure at
whi ch | evel of the conmand. It nay be the
Departnent of the Army will be participating in
this. And undoubtedly the nedical input will cone
fromU S. Arny Institute of Environnmental Medicine -

- Research Institute for Environnmental Medicine at
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Nati ck, who've got a good deal of expertise in the
area of heat injury/cold injury, et cetera.
i ncludi ng enersion type injuries.

And matter of fact, the Rangers who go
t hrough this training have been extensively studied
by the folks at USARFEM And | found out, as | was
trying to do nmy home work, what | found nost
interesting is that what happens to sol ders who go
t hrough Ranger training. And | believe it's a four
week training course and if you pass you get a
Ranger tab to wear on your uniform And it's very
rigorous. And by the second week or so, some mj or
decrenents in body wei ght have occurred, sone
readily discernible decrenents in imune function
have occurred and -- did | say weight |o0ss?

And by the end of the four weeks, weight
| osses tend to average 15 to 25 percent of body
wei ght. And part of what goes along with this
physi ol ogi ¢ change apparently is at |east on average
a radical decrenment in glycogen stores in the body,
presumably in muscle glycogen. And when you don't
have any nuscle glycogen it's very hard to shiver.
That's the way it was explained to ne.

So, that the -- and this was their four
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week. So, physiologically, they were nost

vul nerabl e, shall we say. And in the environnmenta
circunstances as |'ve heard them certainly it's not
surprising that there may have been casualties. But
whet her or not it was predictable or expected or
prevent abl e or shoul d have happened, | don't know.

| think there are nore facts to come. But that's
probably the limt of what | know about what
actually occurred.

An Arny expert who | consulted on this says
when people die of emersion type, wet type
hypotherma, it's probably ventricular fibrillation
whi ch does themin. And | found that very
interesting because | didn't know this. And
apparently the problemis your purkingje systemis
paral yzed when your heart tenperature is that |ow.
So circulation is sort of -- you know, electrical
transm ssion is through the non-purkingje system
whi ch makes one very vulnerable to fibrillatory
epi sodes, so | |earned.

| can't answer any nore questions about it.

| think 1"ve told you everything I know.

DR. KULLER: Any other questions?

DR. ASCHER: Last one. Regarding your
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reorgani zation i ssues, |I'man active reservists, as
you may not know, but everyone el se has heard ad
nauseam And subsequently to our |ast neeting we
had our debriefing of the reorganization of the Arny
fromthe reserve standpoint and some interesting
things were stated, which is that two things are
goi ng to happen, which is that the units that are
not prepared to go are going to go away and that the
total force is going to rely nore heavily on the
reserves. And these are factors that we felt played
significant role in some of the Gulf War syndrone

pr obl ens.

And the good news was that they seemto
have sone perception that sone people were really
not prepared to go and that they ought to get out
and that some of the issues of being prepared was
sonet hi ng peopl e ought to think about. And the
ot her thing they announced, believe it or not, that
if you canme back fromreserve deployment and had a
problem there was a phone nunber to call.

And | asked the question, is this sonething
that didn't exist before and there was dead sil ence.

So a reservist that comes back with a problem

doesn't have to go to the VA. They actually now
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have a place you can call. He didn't know the
nunmber, but he was going to get it for us.
(Laughter.)
Next time, I'Il tell you the nunber.
DR. KULLER: Who's at the other end of the

line? That's the critical variable.

LT. CDR. ARDAY: | made overheads. It may
or may not be to nmy benefit. |It's also |ate and
it's very hot, so I'll be brief.

| think Col onel O Donnell provided me with
a great segue tal king about the end of the MED- 16
system because the Coast Guard is still using what
is the equivalent of the MED-16 system and that's
what | was going to tal k about this afternoon.

We have anal yzed our huge anount of reports
that we received |l ast year, --

(Pause to adjust overhead slides.)

We have a passive surveillance system as a
standard and it's based on what we call disease
alert reports which essentially are very simlar to
the Arny's MED-16 system And we have, according to
the regul ations, the reportable diseases include
i ndi vidual case of the standard infectious di seases

t hat nost people are famliar wth.
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And t he Coast Guard al so asks for reporting
of a whole list of occupational illnesses or
poi sonings. It doesn't include injuries. Injuries
are in a separate system

It also requires the reporting of outbreaks
that affect readiness or that affect another unit or
the community. That's a judgnment call. And also
that are, as | used on the slide, quote, hot. 1In
ot her words, the press says it's in the interest of
the press, it's of interest to headquarters, so on
and so forth. Again, sonething of a judgnent call.

We're support to report epizootic diseases
if we encounter any of those. |f any Coast Guard
vessel is placed under quarantine in a foreign port,
that's reportable. And then the wonderful "other,"
whi ch includes, again, anything that the |ocal
medi cal people feel would be appropriate for
reporting.

Last year we had 27 reports received at
headquarters and these include -- well, that's what
you see on the pie chart here. W have the
percent ages here. There were eight cases, or 30
percent of the cases were sexually transmtted

di seases; four or 15 percent were HV sera
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conversions; four were cases of infectious hepatitis

of various sera types. | know hepatitis Ais on the
agenda here. | believe two of them were hepatitis
A. There were eight cases of G illness, nostly

infectious diarrhea, and three others. Note the

| ar ge nunber.
Par don?
DR. ASCHER: How many Coast Guard nmenbers?
LT. CDR. ARDAY: The Coast GCuard

popul ati on? Well, the denom nators are
guestionable. Let ne bring -- use the next slide,
so we'll get you the -- why the denom nator issue.

The Coast Guard is 38,000 going down to
about 35,000. We're in the process of downsi zing
ri ght now, so the active duty Coast Guard popul ati on
is very small. But of those 27 cases, only 17 were
anong active duty Coast Guard, about 63 percent.
Five were anong dependents, 19 percent. One anong
reservists. One was a recruit pendi ng accession, and
then we had a couple of cases fromthe Arnmy and one
fromthe Navy. Just happened to wal k into our
clinics and were diagnosed there.

So the actual denom nator is probably

anybody's guess. | have to add to that that our
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clinics serve only about 50 percent of our active
duty Coast Guard and dependent popul ations. We are
so thinly spread across the country that in our many
| ocations we will rely either on other |ocal DOD
facilities or civilian facilities which we have
contractual relations or provider organization type
rel ati onshi ps that we've set up in some areas to
provi de that care for our Coast Guard personnel and
their famlies.

These were the cases that cane to mnd as
bei ng of interest during the |ast year, the ones
that we had tine to | ook into, | guess, is another
way of putting it. There was one case of bacteri al
meningitis which is originally reported as having
been on a cutter that was involved in the alien
m grant interdiction operations and it was thought
perhaps to be transmtted that way based on the
original clinical diagnosis.

However, there were sone problens with
this. First of all, the individual was given
anti biotics presunptively before evacuation fromthe
cutter, so all cultures of cerebral-spinal fluid
were of course negative. The individual's clinica

course didn't really foll ow an acute bacteri al
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meningitis and he had a very prol onged course. And
after further work-up the di scharge di agnosis was
essentially that he had probably aseptic neningitis
overlying neuro sarcoidosis which was probably the
reason for his encephalitic picture.

There were four cases of H V serum
conversion reported. Two were anong active duty
Coast Guard nmenbers. One case was in a Coast Guard
reservist and one case was in a recruit-applicant.

| need to nmention when | talk about HV
that the Coast Guard, unlike the rest of -- well,
unl i ke DOD, of course. We're Departnent of
Transportation -- does not do periodic screening of
its population for HHV. W only screen based on
clinical presunption, a recent case of STD or
sonething like that, or as required for transfer
out si de of CONUS.

We are going to revisit this issue sonetine
in the next few nonths and | ook at whether we shoul d
rei ntroduce periodic screening. But | don't know
what our caseload in the previous years has been. |
do know that it's been less than four. The four
that we've had this year has been higher than the

previous two years, so we haven't had a | ot of HV
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di scovered. But of course, if you're not | ooking
for it, it's hard to discover it.

And there was one outbreak of some interest
during 1994 and that was four cases of shigellosis
that occurred in four dependent fam |y nmenbers, al
of which were stationed in the New York City area.
| believe they acquired it actually while they were
on vacation in Ol ando, Florida, and that's about
all we know about it. They were culture confirned.
It was reported to the Florida fol ks, but the Coast
Guard didn't do any particular followup on it and
there was no transm ssion that we know of.

That's pretty nmuch all | have, if anybody
has any questions.

DR. PERROTTA: 1'll ask you the question |
was trying to get Col onel O Donnell to answer. And
actually, it probably deserve sone attention by al
four services. And that would be for the Board and
perhaps for ne to talk a little bit about -- maybe
not now but at sone other tine, the reporting of
conditions that you find on your bases with the
| ocal and state health departnents.

Fl ori da probably did the outbreak

investigation with you or for you and that's what

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



© 00 N oo o B~ w N P

N RN N NN R R R R R R R R R R
A W N P O ©O 00O N OO O B W N +— O

493

state health departnents are supposed to be doing.
Cbvi ously, we could probably help you nore and we
m ght be able to help sonme of the |arger services,
but working in the state health departnment, one of
the bigger issues | deal with is ways to coll ect
i nformati on about the cases that have an inpact on
our community.

And as sonebody sai d, nosquitos and ot her

things don't necessarily stay behind the base walls.

| was wondering -- maybe that's not for
di scussion right now, but I'd |like to hear sonething
about whether or not there's a standard operating
procedure for reporting.

COL. O DONNELL: Well, I could respond. |
think the answer is pretty clear. | think it's been
tradition, if nothing else that at |east DOD
agencies follow the dictates of the | ocal
jurisdiction's law. And | know, having conme from
Walter Reed, we follow D.C. law, which is basically
report, in the case of D.C., it was AIDS defining
conditions. Virginia and Maryl and were different.
But we were in D.C. and we followed their [aw and we

reported to them
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We had a copy of what D.C.'s reportable
di sease were and basically just followed that. |
think there was nothing controversial about it. |If
it doesn't happen it's because the | ocal DOD
preventive nedicine service hasn't found out what
they' re supposed to do. | think it's nore a matter
of inconplete performance of duties rather than any
princi pl e.

| think in general we're commtted to
following the |aws of the |ocal jurisdiction.

DR. BROOVE: But depending -- as you get
t hese automated reporting systens, it isn't trivial,
but you can i magi ne how much easier nultiple
delivery or notification to local jurisdictions. |
mean, sonetines, |ike the meninges reports
eventually would cone to CC for the national
surveillance. But | think it was relatively
haphazar d.

COL. TOMLI NSON: That's how we sold our
program is it's really going to be of help to that
preventive nedicine service at the |ocal hospital
because that same -- especially STD s which you have
a lot of. And other things could just be reported

ri ght off of our system
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DR. BROOMVE: Yes.

DR. BAGBY: -- | would second his
suggestion that we m ght have a discussion of it at
sone tinme in the future because as an i medi at e past
state health officer, I saw one devel opnment in one
state that really worked. The problemis that the
principle is there and even the regul ati ons nmaybe
are there but the | ocal base commanders or the | ocal
preventive nedici ne people may not really know about
it or may not have it enphasized to them

But the Governor of M ssouri set up a --
the former Governor of M ssouri set up a
civilian/mlitary coordinating council and we had
all the mlitary bases in Mssouri represented and
all of the departnment heads of the state that had
sone relationship to any kind of occupation. And,
of course, | represented health. And through that
council we got excellent cooperation but it was a
matter of bringing it to the attention of the | ocal
bases. And |I think that's sonething that probably
coul d be used anypl ace to good advant age.

CAPT. TRUMP: For the Navy, our policy is
very -- the policy is that you report to your |ocal

jurisdiction. We're revising sone of our guidelines
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for that and really trying to nake that very clear
that that's actually the primary responsibility.
That especially with nore nmanaged care and ot her --
CHWPPS and ot her courses of care, we're only seeing
a small part of our popul ation, especially the
dependent popul ation. And we're trying to focus
nore on what the mlitary reporting requirenment is
for active duty. Your other responsibility is to
report | ocally.

And hopefully, that word will get out. The
suggestion fromover there may be the sol ution
that's needed in sone places. | think a ot of it
depends on how good a relationship there is between
the | ocal health departnment and the base health
depart ment.

DR. KULLER: | think we're going to have to
go on.

LT. COL. PARKINSON: Just very -- one of
the things | talked to our |G about, which goes
around and i nspects our bases, is there's a question
| want themto go out when they go out to the
Aer ospace Medi ci ne Squadrons and our Public Health
Officers: When was the last time you nmet with your

| ocal health officer; what is his or her nane; what
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nmeeti ngs do you have in conjunction with that? You
know, basically, do you sit on their infection
control commttee or vice versa, to operationalize
it at a working level. Because it really is a
personal interaction as nuch as it is a regulatory
or statutory thing.

DR. KULLER: Col onel Leitch?

COL. LEITCH: | think Commander Clifford
can be first to talk.

DR. KULLER: Ckay. Commander Clifford, are
you going to go first?

CMDR. CLI FFORD: Good afternoon. [It's a
pl easure again to be invited back, and particularly
to Utah.

What | thought 1'd do today is just give a
very brief overview of where we are, or perhaps
where we're not, with the Persian Gulf illness in
Canada.

As expected, there's been pretty extensive
medi a publicity in the past year, particularly in
respect to Persian Gulf illnesses. Although we've
seen a nunber of people with legitinmte conplaints
that were Gulf veterans, all individuals who were

assessed actually received a diagnosis or at | east
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fit a -- that could explain their condition.

However, notw t hstandi ng, the Surgeon
CGeneral has undertaken the foll ow ng action.

Number one. A letter has been sent under
the signature of the Surgeon General to all Gulf War
veterans, including those still serving, asking them
to -- or encouraging themto cone forth if they feel
t hey have any conditions that they believe would be
related to their previous service. As well, we have
established a 1-800 information |line for veterans,
and in cooperation with Veterans Affairs Canada,
established a register for Gulf War veterans.

The fourth action taken was to establish a
special Gulf War Veterans Medical Clinic at National
Def ense Medical Center in Otawa.

A medi cal protocol very simlar to your
CCEP has been devel oped and is being initiated at
unit level. All assessments will be initiated at
unit |evel; however, those individuals who have
i nconcl usi ve di agnoses, unexpl ained illnesses or who
remai n unhappy with the diagnosis provided or
information provided, will be offered assessnent at
t he National Defense Medical Center Clinic.

Prior to |l eaving on Tuesday, | talked to
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the -- the hotline, by the way, was just set up in
January and prior to |leaving there was 118 calls
received over a two week period. O the 118 -- and
there's no studies done in this, but the readout or
at | east the feel was that about 25 percent were
fromindividuals who had previously been seen for
conditions that they thought m ght be related to the
Gul f who had received treatnment, but wanted to nake
sure that nonethel ess, their names were going to be
pl aced on this registry.

Anot her approximately 30 or 40 percent were
peopl e who sinply wanted to get their nanme on the
registry with no specific conplaints. And the
remai nder were people who felt that they did have
probl ens and that they, for one reason or another,
had been m ssed, hadn't been assessed.

So it's picking up. W don't think -- we
have no evidence on any studies we've done at this
time that the incidence of any di seases that we've
seen show greater incidence in our Gulf War veteran
popul ati on as opposed to those individuals who
didn't serve, but we don't have conclusive studies
done in this respect at this point in tine.

"Il take any questions, if | can.
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Yes, sir.

DR. LEUPKER: How many Canadi ans were in
the Gul f?

CVDR. CLI FFORD: Approxi mately 4,400, so a
very small nunber.

DR. LEUPKER: So you've got 123 phone

cal | s?

CMDR. CLI FFORD: We had 118. Prior to that
we had assessed at |east -- we had assessed 12
conpl ete assessnments done where the -- this was

prior to setting up the hotline or prior to going
out with the letter under the Surgeon CGeneral's
signature. These individuals, we only had 12 that
we felt probably would have fit into the simlar
situation as we've seen here in the States, and
virtually every one of those were given a case
definition or nedi-case definition; a significant
nunmber with chronic fatigue syndrone and post -
traumati c stress disorder.

But I'"'mled to believe by the fol ks that
are listening to the phone calls that are comng in
at this point in tinme, a lot of the synptons com ng
in are people feeling that they have a condition

related to the Gulf. A significant nunber of them
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woul d appear to be dermatol ogical disorders of sone

nat ure.

COL. LEITCH Dr. Kuller and distinguished
| adi es and gentlenen, | beg to echo Gordy Clifford's
sentinments that 1'm pleased to be invited back here

again to AFEB and particularly Salt Lake City when
skiing is just about perfect, so I"mnot going to
keep anybody very | ong, not |east because ny wife is
waiting for me to go and ski somewhere. She's

rat her hoping, | think, that the insurance policy
that she's just got is going to pay off.

(Laughter.)

" musually inpressed, and al ways have
been, by the Anmerican Arnmed Forces and particularly
by the Air Force. | live in awe of those things
that roll and bank. What inpresses ne as well, and
mainly it makes me feel just a touch better -- |
don't know if any of you have ever worked with the
Royal Air Force, but the Royal Air Force works on
two principles. One is you buy sonmething brand new
and when it's broken you wap it with masking tape.

Now, if anybody's ever seen nmasking tape it's sort
of black. It's like duct tape, only black. And |I'm

really pleased to see that the American Air Force
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has got the same problem

| shall photograph this before | |eave and
show it to the Air Force. | was going to say
sonething like "plus ca change” but | know if | do
speak in French they will set the CIA on ne.

Before | go into details of ny report, M ke
Par ki nson, -- first, a point about PPIP. You should
be aware that we stole great chunks of it when we
cane to the neeting. We're hugely inmpressed. And
it's now floating around -- | think Nottingham
University. Dr. MG nnes was asked to | ecture there
and was an enornous success and we think that that's
had one of the biggest spinoffs of all. It's a very
i npressi ve docunent. The whol e package is very good
and that was a very good study.

David, sadly on of the side effects of what
" m having to do at the nmonent, one of the spinoffs
of what |I'mhaving to do at the nonent is that I
can't cone to the study period in March and ||
tell you why in a second.

| can say sonet hi ng about AIDS prevention,
t hough. Unl ess you've found sonething new, we've
tried this in the Second World War. It was called

brom de. And we found that it was a good excuse
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for people to blanme the tea, and nobody ever drank
it. And | think that's why we took to instant

cof fee. Brom de doesn't work on prevention of STD
either, and particularly in the Air Force.

|"ve got two subjects. | was determ ned
woul d come here and not talk about Desert Storm
syndrome. I'mreally fed up with it. It's really
very boring. But | have to. However, | discovered
|" ve got another subject, as well, and it's suicide,
which is just about as depressing, | think.

But before I do, I'lIl tell you why | didn't
turn up this nmorning. 1It's because |I'm being
hounded by an organi zati on call ed the House of
Commons Defense Committee.

Since we |last net, | think when the good
Senator Reigle left, somebody up there said, okay,
we' ve had enough with the Anericans. Let's put
sonebody on the Brits. And he was sort of
reincarnate, only this tine it was a |l ady, and she
is the nenber of Parliament fromhell. 1'Il not
name her. | shan't nanme her. Btu she was at one
time, she was Secretary of State for Health and her
dem se was over salnonella in eggs and sone of you

will be able to -- yeah. You'll find out who she
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VO CE: Yes. Of with her head.

COL. LEITCH  Wwell, since she's stopped
doi ng that, since she went to the back benches, -- |
hesitate. She's a very attractive |ady, very
attractive, and she has witten a book about
Parliamentary life and it's -- we would describe it
as a bodice ripper. And so this |ady does not nane
names, because she wouldn't do it, but people know
who's being referred to in this book and she's
become an enornmously powerful back bencher.

And so as a consequence, she's picked up
Desert Storm syndrome and she is going to nake a
name for her in it, and so we're all dermur to this
| ady and she's making nmy life m sery by
telemedicine, | think it is. It's awful.

Anyway, they're com ng out -- the House of
Commons Defense Conmttee is com ng out the week of
the 6th to the 10th. I'm not sure she's going to
cone with themand |I rather hope not. But if you
know anyt hi ng about the House of Commons Def ense
Committee -- and you shouldn't. It's about |ike the

Senate Armed Forces Committee, only decidedly nore

ponpous.
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| can tell you a little story about them
It concerns our attitude towards ponp and cerenpny
in that one day there were a bunch of Anerican
tourists being shown around the houses of
Parliament, and they were a little in awe of it
because it's usually old and so on and forth. And
com ng towards them all of a sudden passing them
cane this short gentleman with thinning red hair and
he hurried past them sonething |like that, and kept
on going. And at that point com ng towards them --
and they were in hushed tones -- was this giant of a
man who it turns out -- they didn't know this -- was
the Lord Provincial, Quentin Hogg. And he is -- or
used to be -- about 6 foot 6. And he went
everywhere in these great erm ne robes.

The man he'd seen was the | eader of the
opposition, Neal Kennick, and just as they got in
front of himlike that, he suddenly shouted, "Neal,"
and they all dropped to their knees.

(Laughter.)

VWhich is a neasure, | think, of British
ponposity.

(Laughter.)

Over the last -- |I've nentioned to the
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House of Commopns Defense Committee and Desert Storm
syndronme and you've heard a little of what Gordy had
to say. And when | first came here and spoke to
you, | told you that we were in great danger of when
America sneezes, we catch a cold. Well, we've al
got our handkerchiefs out at the nonent.

| brought this. It's called a Q%A brief on
the Gulf War syndrone, because we've now decided to
call it Gulf War Syndronme. And | won't bore you
with it at this stage. | only brought one copy,
despite what Jean said, nmainly because it was a
choi ce of 50 copies of these or ny skis and you knew
who was going to wn.

(Laughter.)

| consider this probably to be one of the
nost definitive docunents the Brits have produced so
far on Desert Storm Syndrone, in that it is up-to-
date to the end of January. 1In fact, | think early
February. And it shows just how far we've got. And
it's answered or posed the questions that you as the
Secretary of State for Defense or whatever, m ght
get asked by some hood fromthe Today newspaper or
even worse, the Sun.

"' m not going to bore you by reading them
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all out because | don't have time and it's very hot
anyway, but it does give a fair picture of the sort
of questions we have asked or expect to be asked,
and the answers that we have given or intend to

gi ve.

As a matter of interest for the
statisticians anmongst you, so far we have had out of
t he 44,000-ish -- notice | use the word "ish"
advi sedly because it's far enough away fromthe CGulf
War now for me to tell you that we never knew
exactly how many people we had in theater. W only
knew afterwards because those who collected a neda
said, "I was there,"” and they got a nedal for being
there. And that's because, you know, oh, there's a
war. Let's go and join it. And people fell off the
pl ane, as |I've told you before, and said, "Guess
what |' m doi ng here?"

So, 44,000. And within that 44,000 we
count that was the land forces, air land forces, not
t hose at sea. O those 44,000-ish, | do want to
make sure of active and reserve. W have so far had
208 who have actually registered and conme forward
sayi ng they want medi cal exam nation. Of those 218,

so far we have exam ned as of the 8th of February --
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alot of 8s in this -- we have exam ned 80 and we
have found not one of the 80 suffering from any
di sease that could not be diagnosed and was
di agnosed then and there.

We've had 34 failed to turn up conpletely.
We' ve had a considerabl e nunber nore than that,
sone 400, pushing 500, who have registered with a
nunmber of | awyers and pressure groups and they are
the people that tend to provide the public imge,
the public face of Desert Storm Syndrome, Gulf War
Syndronme in the U K

And it's not up to nme to nmake conmment about
them and I'Il give you the copy of the paper and
you can draw what concl usi ons you want fromthe
Q&A' s here, but for instance -- | will anyway,
because I'm-- | will tell you. Here's an exanple
of the sort of people, and I won't give you a nane,
but a civilian medical practitioner from RAF
Stafford woul d not come forward, was never seen, was
never assessed. And that's how we've put themin
col um.

The star of Channel 4's tel evision program
"Critical Eye,"” 13th of October 1994, had a cure in

the U. S. involving six weeks of intravenous
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antibiotics. Never left the U K during the Gulf
War. And we have columms of these people. W have

not got anybody saying, "Wuld you like to treat ny

© 00 N oo o B~ w N P

N RN N NN R R R R R R R R R R
A W N P O ©O 00O N OO O B W N +— O

canel ,"” but no doubt it will happen before |ong.

| prom sed you | wouldn't go into the
details of it, but how many individuals in the MOD
are currently involved in exanm ning British
gover nment meanness conpared to the U. S
governnmental conpensation? Were all chenicals,
NAPS, et cetera, counterneasures, fully tested?
Were all vaccines adm ni stered on the basis of
i nformed voluntary consent? What about servicenen
who say they were not allowed to exercise infornmed
consent in the Gulf? Wre conpul sory vaccination
parades in the Gulf conpatible with infornmed
consent? \Why were so many vacci nes given in such a
short tinme? Were the sane nedical protective
measures adopted by the U K as used by our allies?

VWhat are the known side effects?

And it runs the whol e ganmut, including
fam lies, deformties anongst children thereafter
and so on. So, I'mgoing to hopefully prevail on
Jean to run this off and I give it to you on the

under st andi ng that you would use it as scientists,
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as opposed to giving it to People nagazi ne or
sonet hing. Maybe do both. Go ahead.

So, that is Desert Storm Syndrome at this
stage. We are, | think -- | amless happy than I
was because | see alnpbst the inevitability of public
and political pressure overwhel m ng science here,
and it's a great shanme. And you'll see froma
nunber of the questions and answers there that ny
peers and contenporaries in the U K feel very much
the same way. And there is a need here to be |ess
anbi val ent than we've been in the past, but I'm
preaching to the converted.

| leave that. Before | go on to tal k about
for a couple of seconds about suicide, I'Il tell you
that the good Dr. Ascher only invites me here so |
can bring himup to date on the sex |life of the
Royal famly. 1'mnot able to do that today because
|"ve been forbidden fromdoing so. But I'Il tel
you about sonmebody a little closer to home, and in
fact, | can tal k about himnow because he's dead,
poor man.

And he was at one tine Foreign Secretary,
the sanme as you have. He was Foreign Secretary and

hi s nane was George Brown. And he was a very
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di stingui shed man, a great career diplomatic who
people | oved and a great raconteur and wit. He did
have a slight problemand it was called al cohol

Anyway, at this particular time in history,
he was doing a tour of the South Anericas and if it
was Tuesday, it was Brazil. It was that sort of
tour. And it was one evening at a very large state
function sonewhere in one of the Central Anerican
capitals, and he'd had a bottle of gin or
t hereabouts. Certainly a heck of a lot. And he
stood there | ooking at the audi ence and he's
obvi ously getting bored and slightly fractious.

And the band started to play, so he | ooked
around the room and there was an apparition dressed
in along flowng ground. He instantly thought,
"Um " So, he staggered across and he said, "Madam
woul d you like to waltz?" And the voice cane back
"No, thank you, sir, I would not.”™ "Oh, come on
madam  Surely you'd like to waltz. Why not?" And
the voice said, "There are three reasons why | don't

want to waltz with you. Firstly, you've had far too

much to drink. Secondly, this is not a waltz. It's
t he Peruvian National Anthem And the third, |I'm
not a madam |'mthe Lord Bishop of Linma."
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(Laughter.)

| told you that we'd been involved and |'m
sure this audience will know that there was sone
concern during the deploynent to Haiti that there
was an incidence, sonme sort of |ink between suicide
and depl oynent and there was a | ot of fuss and a | ot
of energy created, particularly in the Pentagon. |
was co-opted onto Dave Suttle's committee just to
| ook at the whol e subject.

And we then spent a great deal of tinme
| ooki ng at our own information and our own
statistics and results regarding suicide in the
British Army and the tenpo of operations, because
t hat was the question that was asked by General
Sullivan. Was there some sort of correlation
bet ween the tenpo of operations and operations other
than war, and particularly the 10th Mountain
Di vi si on and sui ci de.

| can tell you unequivocally that the
British Army's experiences after 25 years in
Northern Ireland and a | ot of other things as well,
that there is no correlation between suicide and the
tenpo of operations. Suicides have remained as a

constant figure throughout the British Arny over the
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25 years that we've studied it.

However, where there does seemto be sone
correlation is between marital disharnmony and the
sort of whol e ganut of social disruption and the
tenpo of operations and we've | ong since recognized
that. And that seens to be the conclusion that we
have reached. That if you keep -- and it's a
bl i nding glinpse of the obviously really. That if
you keep sending troops away on short tours, when
t hey come back they have to alnost reformtheir
fam |y structures again and the famly restructures
around and they go away, they conme back. And it
woul d appear that nothing changes. That every tine
you do it it doesn't get any better.

And that's the state that we've reached at
the noment. It makes, | think, for an interesting
subj ect for study in the future because there's no
guestion that as the armed forces downsize and these
sort of operations increase and the American Arny,
Navy and Air Force find thenselves on these short
tours increasingly, then they may very well find
that they have the same sort of problemthat we
have.

Ladi es and gentlenen, that's all |'ve got
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to say. And | know it's getting late and |I've ran on
a bit. | have proni sed that tonorrow -- | proni sed
M ke that | would speak for a little while about
Rwanda and M ke Parkinson heard the presentation a
coupl e of weeks ago.

|'ve got one small problem M entire box
of slides and the whole bit that goes with it is in
either Data Post or Fed Ex on its way to Jean at the
monment. If it doesn't arrive by tonorrow norning,

" mnot sure that my chil dhood experience in making
t hose shadow puppets extends itself to a thousand
dead Rwandans in the ground or sonmething. So | may
have to ask you to extend your imagi nation, but
certainly that's how we stand at the nonment on
Rwanda.

That's all | have to say.

Yes?

DR. ASCHER: Let nme comment for the record
on one further aspect of the Gulf War Syndrone issue
which | made a cryptic reference to. And I'd like
to distribute to the group a newsletter called
"Persian Gulf Review," fromthe Veterans
Adm ni stration. It highlights one aspect of this

whi ch many of you heard nme say nore than once. And
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| apol ogize, but 1'Il say it once nore.

That for the reservists that were heavily
i npacted, the only access to care for an illness
associated with service in the Persian Gulf, because
they are not on active duty and have no health
benefits, is to access the Veterans Adm ni stration
disability system And it is absolutely clearly
stated in this booklet.

Persian Gulf veterans who believe they have
health problenms that may be related to their
mlitary service who have not filed a claimfor
di sability conpensation are encouraged to contact
t heir nearest VA

So, the structural problem| refer to in
the systemis that there is no way for the people
who have the major conplaints, a |ot of the
reservists, to get anything other than becom ng part
of this system which is now 14 centers and X
mllion dollars and it is an amazi ng system

So that is the structural problem]
referred to and I1'll send this around for everyone
to look at. | received this as a reservist. And it
makes statenments, such as these syndrones are --

dot, dot, dot -- they believed to be the result of
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exposure to environnental factors. So it makes a
lot of it fairly clear that it's the party line.
So, look it over.

COL. LEITCH: Thank you

DR. KULLER: We'll take a break now for
about 15 m nutes and get back at 3:30. W're
running a little bit behind so we'll go to dinner a
little late, but we're doing all right. Let's walk
out si de and war m up.

(Wher eupon, a recess was taken.)

DR. KULLER: Could we get started? First
of all, we're noving our dinner plans to 7:30, so
we'll eat dinner at 7:30 so that people can relax a
little bit. It's not that far away, the restaurant.

| have the directions here and it's about five
m nutes or so, 10 m nutes.

So we'll meet maybe at 7:00 o' clock instead
of 6:00 o' clock and give everybody a chance to rel ax
for a few mnutes. W' re running way behind but we
have a lot to do yet this afternoon and |I'd say
we' re about an hour behind, but that's not unusual.

We're going to nove on now to | ook at the
hepatitis issue and I think all of you saw the

little -- hopefully saw the announcenent that the
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FDA had approved the use of the new hepatitis
vacci ne, hepatitis A vaccine, so this is a very
fitting tinme to tal k about hepatitis A vacci ne.
And Col onel Kelley is going to --
DR. ASCHER: Lew, this is a formal
guestion. We're going to attenpt to close on this

at the end of the neeting tomorrow with a fornal

response.
DR. KULLER: Right.
DR. ASCHER: We'll be working on this this
eveni ng, the subcomm ttee, Disease Control. And |I'm

going to ask Marty Wil fe to | ead the discussion in
terms of -- as we carry on.

DR. KULLER: There's sonmething in our
packet, too, | think, isn't there?

DR. ASCHER: Yes. Definitely.

DR. POLAND: Did you see the Disease
Control Subcommittee will neet?

DR. ASCHER: Yes.

DR. POLAND: What tinme and where?

DR. ASCHER: Well, after dinner whoever is
interested, we'll just get together and start
working. We'll have it available first thing

tomorrow printed to send around for comrents,
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assenmbling it at the end of the neeting.

COL. BANCROFT: First of all, I want to
bring nmy greetings from General Zajtchuk who is
Commander of the U.S. Arny Medical Research and
Mat eri al Conmmand. February 22nd has been a nati onal
holiday in the past, Washington's Birthday. | think
there are people back at Walter Reed Arny Institute
of Research today who are going to renmenber that
with a warm place in their heart as the day that the
hepatitis A vaccine was awarded a |icense by the
FDA. | think that's marvel ous.

Hepatitis, viral hepatitis, is a readiness
issue for the mlitary. |1t should always be thought
of that way. And I1'd like to denonstrate a few
poi nts about this with some old slides.

This is based on the experience of Anerican
Armmy personnel who had serol ogi ¢ evidence of
hepatitis A Acute disease occurred with synptons
in somewhere between 76 to 97 percent in four
di fferent episodes that were studied and the
synptons, of course, are classical for acute
hepatitis. But typically, though, the nessage here
is that if they get infected, if soldiers get

infected, they get sick. And this was the
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experience of hepatitis in Vietnam

Of course, during those years we didn't
have serol ogi c assays for hepatitis A and B and this
represents a comnbi ned experience that was
accunul ated after the war, but a lot of this would
be A, sonme of it is B. And this slide is to
illustrate the inpact of acute hepatitis.

It doesn't kill soldiers. It does make nost
of them sick when they're infected. And when they
get sick, during the Vietnam period in 1966, the
average | ost duty tinme was 49 days. 1In 1970 it had
only been reduced to 35 days. And a nore recent
study, a much nore recent study done in the state of
Washi ngton whi ch has been reviewed by CDC, the | ost
duty tinme is about 27 days in patients fromthat
state.

Consequently, when people get sick with
hepatitis A they |ose as nmuch useful work tinme as
the incubation period of the disease. And this is
to summari ze sone studies that were done over the
past several years at WRAIR on different Arny units,
show ng the preval ence of the antibody to hepatitis
A. And it has run in the 20's in nost instance of

the active duty force, but by 1989, the Arny
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recruits shown at the bottom at Fort Canpbell, over
1, 700 were tested. And the nunbers there refer to
t he nunbers that were tested, not the nunber
positive. Only 8.9 percent of them were
seropositive for hepatitis A

And so the nessage | get fromthis is that
there may be a waning of antibody preval ence |evels
in this country in our soldiers. The recruits
comng in are highly susceptible to this infection

and so we need to have inproved ways of protecting

t hem

Hepatitis A remains a worldw de di sease
problem In the United States it's intermediate in
its -- the lowest rates of infection occur in

Scandi navi a, but npbst of the world has higher

transm ssion of hepatitis A than the United States.
But this is a dynamc situation. [It's changing al
the time as sanitation inproves, as food preparation
i nproves.

And when | was assigned to Thail and back in
the '70s, we had no instances of acute outbreaks of
hepatitis A in the Thai population. The children
are all immune or infected, and the adults were al

i mmune. But in subsequent years there have been
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out breaks of hepatitis Ain the Thai soldiers. And
the | argest epidem c on record occurred in Shanghai,
China in the 1980's wherein over | believe 300, 000
peopl e were considered to be infected, and a | ot of
them were adults. So, this is a dynam c situation
with a virus that's still out there.

Now, a few years ago, Ted Wbodward spoke to
t he AFEB and nmade the comment that a little history
doesn't hurt anyone, so | would just like to make a
comment here about hepatitis A research.

Dr. Finestone and his associ ates di scovered
the virus in 1973. The Walter Reed Arny Institute
of Research got interested in initiating studies on
hepatitis Ain 1976. 1In 1978, Provost and Hill eman
at Merck, Sharp and Dohnme showed they coul d
cultivate the virus in cell culture and they also
showed that infected marnoset |iver could be used to
extract virus, inactivated hornmone, and then used to
protect other marnosets from challenge. And this
was the first indication that inactivated virus
could be used for active inmunization.

We got interested in devel oping a vaccine
as studi es showed that you could quantify the

infectivity in cell culture. The virus could be
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grown in MRC cells which are susceptible for vaccine
preparation for humans. Neutralization tests cane
with Stan Leonard's work and finally the observation
of the South Anerican ow nonkey could be used as a
suitable finite nodel of hepatitis A disease, and
subsequently in testing vaccines.

And this led to this prototype vaccine
whi ch was prepared in MRC cells. It was partially
purified in activated form It did not have an
adj uvant and preparation was used to i mmuni ze al
nonkeys and then chall enged, and was shown to be
hi ghly protective in three doses given once nonth
apart.

Subsequently in 1986, eight people received
this vaccine in three doses, had very little i mune
response. But then when given a booster dose at six
to eight nonths, had a sharp rise in serum anti body
to hepatitis A And this was the first
denonstration that inactivated hepatitis A virus
coul d be use to i muni ze peopl e.

Subsequently, the Arny devel oped
cooperative research and devel opment agreenment with
bot h Merck, Sharp and Dohnme and Smit hKline Beecham

for testing and eval uating hepatitis A vacci ne and
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t here have been a nunber of studies, Phase | and
Phase Il studies of both the products and a | arge
Phase Il study of 40,000 children in Thail and of
the Sm thKline product, which have denonstrated that
t hese products are safe i nmunogenic and effective.

And with that, 1'd like to introduce Mjor
Scott Stanek, who is going to give us sone
information on a cost benefit analysis which was
made of this. The Board has questions from Dr.
Joseph, and one of his questions deals with cost
benefit anal ysis.

He will be followed by Dr. David Nalin and
then Dr. David Krause, representing the vaccine
conpanies. Then I'd like to clean up at the end
with some coments about Dr. Joseph's questions.

MAJ. STANEK: Thank you, Col onel Bancroft.

As a general nedical officer at Fort Knox,
| frequently saw recommendati ons fromthe AFEB
regardi ng i mmuni zation policy. | never at that tinme
expected that | was going to be addressing the AFEB.
| feel honored to be here today to speak about this
subj ect that so many peopl e have spent tine doing
research on in the Departnent of Defense.

My presentation today is on the nmedical and
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mlitary and economi c issues in preventing hepatitis
A, using a conparison of inmmune globulin and
hepatitis A vacci ne.

Hi storically, hepatitis A has conprom sed
readi ness and mlitary operations and therefore nust
be prevented. The magnitude of the hepatitis A
threat on a given deploynment is a conplex and
sonewhat subjective judgnent. [mrune globulin is
not an ideal node for hepatitis A prevention, though
in conjunction with its use, the instance has been
| ow on recent deploynments. Though nore costly, the
hepatitis A vaccine mtigates sone of the
di sadvant ages of preventing hepatitis A through the
use of immune gl obulin.

The objectives of this presentation are to
conpare the nmedical, mlitary and econom c aspects
of immne gl obulin versus vaccine for preventing
hepatitis A and to offer possible approaches for
the future hepatitis A prevention.

The size of the total force is an inportant
consi deration for Departnent of Defense inmunization
policies. The active duty conponent at the end of
fiscal year 1993 was approximately 1.7 mllion

personnel, and the reserve conponent had another 1.8
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mllion personnel. These nunbers have decreased
with the drawdown as denonstrated by the decreased
nunber of accessions or new service nenbers in
fiscal year 1994. The active conponent strength at
the end of fiscal year 1994 was approximately 1.6
mllion.

This slide indicates where nost active duty
Depart nent of Defense personnel were serving at the
end of fiscal year '93. CONUS, the first line,
refers to the United States, and SWA nmeans Sout hwest
Asia. Most were in areas where i mmune globulin is
not required because the risk of hepatitis Ais
consi dered | ow.

Recent depl oynent, however, to areas such
as Sout hwest Asia, Somalia and Haiti, have placed
| arge numbers of Departnent of Defense personnel at
risk. In 1990 to 1991 the Arny al one send 346, 000
to Operation Desert Shield and Desert Storny 144, 000
of which were in the area for nore than six nonths.

Not all individuals require imune globulin
or vaccine for protection fromhepatitis A. This
slide shows the hepatitis A antibody preval ence in
active duty soldiers and applicants to mlitary

service. Using this information, it would be
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possi ble to calcul ate the estimted nunber of
i ndi vi dual s who have immunity to hepatitis A

The anti body preval ence curves are sim|lar
and preval ence increases with age in both groups.
However, acute hepatitis Ais rare anong active duty
per sonnel .

This slide shows advantages and
di sadvant ages of i mmune gl obulin. The primry
advantage of it is it's |low cost, $5 for five nonths
worth of coverage or $2.24 for two nonths of
coverage. This can also be given in single dose.
There's al so possible or theoretical coverage
agai nst ot her diseases and the i mune gl obulin
provides relatively imediate i mmunity.

Di sadvant ages i nclude a shorter duration of
protection, difficulty in repeat adm nistration in
the field, such as the need to maintain
refrigerators. It is also unconfortable and
therefore | ess acceptable to sol diers.

There is limted protection between
depl oynments and theoretically it may be | ess safe
than the vaccine because it is a human product. It
also requires tinme in the depl oynent process and

al so stockpile issues and the uncertainty of future
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supplies nmust be considered. The efficacy of inmune
globulin is also | ower than the vacci ne.

This slide shows various studies on the
efficacy of inmmune globulin. In these studies, the
efficacies range from69 to 91 percent. The
variability of these studies my be due to the
di fferent doses of immune gl obulin used, the
tenporal relationship to the hepatitis exposure, as
well as the duration of foll ow up studies.

| mmune gl obulin usage varies fromyear to
year. This slide shows Arny and Departnent of
Def ense |1 G usage from 1990 to 1994. A total of
936, 000 m |l es of inmmune globulin were purchased by
DOD during the tine period, at a cost of
approximately $10.5 mllion. This quantity of
i mmune gl obulin would provide between 2 [m|lion]
and 5 mllion doses, depending upon how it is
adm ni st ered.

The medi an cost was $2 million. However,
this slide includes 1990 during which Operation
Desert Shield occurred, and a |l arger than normal
anmount of immune gl obulin was used. |If 1990 is
excl uded, the nmedian cost was $1.5 mllion.

This slide shows the advantages and
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di sadvant ages of using vaccine. The advantage of
the vaccine is that it has a | onger term protection
and protects during and between depl oynents. It

al so has higher efficacy and conveni ent schedul i ng
bef ore deploynent. It also avoids potenti al

nati onal shortages of inmune globulin. There is

al so less disconfort and therefore nore acceptable
to sol diers.

Di sadvantages include its two dose series
whi ch requires the soldier to cone back
Additionally, the cost. It is nore expensive than
i mmune globulin. And finally, it offers single agent
protection, nanely against only hepatitis A

This slide conpares the direct cost of
i mmune gl obulin and vaccine for various | engths of
time in the area of hepatitis exposure, using an
estimted cost of vaccine of $40. The total cost of
i mmune gl obulin increases with the nunmber of
depl oynents, regardl ess of whether a 2 ml| or a 5
m | dose of immune globulin is used.

The duration of a mlitary career shown in
the left-hand colum is to illustrate the possible
career patterns. Most service nenbers fall into the

first group and | eave after one tour of duty, either
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three or four years.

In fiscal year 1993, 58 percent of the Arny
soldiers, first-termsoldiers, did not reenlist.
This was also true for 47 percent of the Navy, 39
percent of the Air Force and 85 percent of the
Marine Corps. Individuals who have |l onger mlitary
careers are nore likely to have nore deploynments to
areas where inmune globulin is required.

This slide estimtes start-up inmmnization
costs based on various vaccine costs as applied to
di fferent Departnent of Defense popul ati ons shown in
the colum on the left. Total active duty
Depart nent of Defense population at the end of
fiscal year '94 was approximately 1.6 mllion
personnel. Active duty forces are defined as the
Arnmy's 18th Airborne Corps, the Marine's Fleet
Mari ne Corps, the Navy's Seebees or the construction
battalions, and Air Force Air Conmbat and Mbility
Commands.

Speci al Forces include special operations
units of all three services and accessions refers to
new service nenbers entering active duty for the
first time.

For a total force, the start-up cost would
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range between $48 nmillion and $96 mllion, depending
upon the cost of the vaccine used. This cost would
be doubled if reserve conponent personnel were

i mmuni zed. Alert Force start-up cost would range
from$12 [mllion] to $24 mllion. Accession costs
of $11 [mllion] to $22 mllion would be recurrent
annual cost. A recurrent annual cost would al so
result fromturnover in the Alert Forces and Speci al
For ces.

For the Arnmy's 18th Airborne Corps, units
within the Corps have an average turnover between 8
and 10 percent.

As indicated previously, sone individuals
al ready have immunity to hepatitis AL If this sero
preval ence information is applied to different
popul ati ons, the results shown are obtained. The
total Departnment of Defense cost would then range
from$39 to $77 mllion and Alert Force costs would
range from$9.6 to $19.2 mllion. Decreases in cost
are less for the Special Forces and Alert Forces.
However, the cost of perform ng screening tests is
not included in the nunbers shown. An attenpt to
estimte these screening tests, as shown on the next

slide.
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In this slide, the various costs of the
first screening test are applied to the sane
popul ati ons shown on the two previous slides. The
cost of screening the total Departnment of Defense
active conmponent ranges from$9.7 mllion if the
cost is $6 per test, to $19 million if the cost is
$12 per test. For this popul ation, the cost of
screeni ng plus vaccinati on of non-inmune equals the
cost of vaccinating all personnel if the vaccine
costs $60 and the screening cost is $12. There is
no cost saved by screening the smaller popul ation
shown.

Based on past experience with |arge
contracts, such as contracts for H'V screening, it
may be possible to obtain a screening test for |est
cost than the cost shown here.

Medi cal ly, the hepatitis A vaccine is safe,
wel | accepted and provides |ong-term protection with
superior efficacy conpared to i mmune gl obulin.
Mlitarily, hepatitis A vacci ne enhances readi ness,
however, the use of immune globulin in Operations
Desert Shield and Desert Storm Sonalia and Haiti
has been associated with no mlitarily significant

increase in hepatitis A
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Economi cally, the vaccine is nmuch nore
expensive than immune gl obulin and its | onger
duration of protection is mtigated by the short
mlitary careers of npbst service nenbers.

Hepatitis A vaccine is probably indicated
for food service workers and Special Forces
personnel. The indication for food service workers
is because of the potential for causing an outbreak
within one unit.

Hepatitis A vaccine adm nistration for the
entire force or all accessions is probably not the
best use of limted resources.

Finally, hepatitis A vaccine my be
i ndicated for segnents of Alert Forces, such as
careerists, and this approach deserve further
econom ¢ anal ysis based on a detail ed study of
personnel retention patterns, as well as depl oynment
f requenci es.

Possi bl e reconmendati ons for the use of the
vaccine are to have the vaccine given on a routine
basis only to food service workers and i ndividuals
assigned to Special Forces and those nenbers of the
Al ert Forces who are anticipated to depl oy

frequently to areas of high risk.
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| muni zati ons of other nmenbers of the Alert
Forces be consi dered based on m ssion requirenents,
such as the depl oynent sequence.

And finally, hepatitis A vaccine be given
to other active duty personnel and non-active duty
beneficiaries in accordance with the recomrendati ons
of the Advisory Commttee on | nmunization Practices.

This concludes ny presentation. Do you
have any questions?

DR. POLAND: Have you actually found any
out breaks of hepatitis A due to food service workers
inthe mlitary or who work with the mlitary?

MAJ. STANEK: There have been case. The
one that comes immediately to ny mnd is an outbreak
whi ch occurred in a field training exercise in
Washi ngton state in 1989, | believe. And that's a
recent outbreak, relatively, conpared to the
out breaks of hepatitis in the past.

DR. KULLER: The nodel that you presented
depends to a considerable degree, it seens to ne, on
what's going to happen in civilian population with
regards to recommendations. And | think that's a
very critical variable because it seens to ne that

if the recommendations in the civilian segnent were
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to i mmuni ze everybody, although you could say the
cost is comng fromthe Departnent of Defense, in
reality one would have a rather strange argunent

t hat one woul dn't i nmunize everybody in the
mlitary, even though the recomendati on was that
you i nmuni zed everybody because you' d have to wait
until they left the mlitary to get imrunized.

| mean, you could say that, but in reality
it would be open for derision and, | woul d think,
strange scientific |ogic.

On the other hands, the recomendati ons not
to immunize the U S. civilian population, then your
nodeling is probably very interesting, although I
woul d al so question the argunment about food
handl ers, unless one had sone solid data that that
was contributing substantially to epidemcs within
the mlitary.

MAJ. STANEK: | realize | only mentioned
the food handlers right at the end of the
di scussion, and that is mainly a focus put in with a
perspective fromthe readiness issue. |If everybody
| eaves here tonight and goes and has di nner
sonepl ace and contracts hepatitis A and then they go

back all over the country, it will not -- it
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potentially would not have the sane inpact as
everyone going to one dining facility in one unit in
a conmbat situation and all of themgetting sick in

t hat area.

So it's included as a readi ness
per spective.

DR. BROOMVE: And there's such a history of
food outbreaks in civilian. Why shouldn't it happen
inthe mlitary setting?

DR. STEVENS: But the interesting thing is
| think -- | don't know that the ACIP has conme out
with its recommendati ons as yet, but |'ve seen a
draft of it and I'"m pretty sure that food handl ers
are not part of the ACIP recommendati ons, despite
the -- that was a question | asked them a nonth or
so ago.

COL. BANCROFT: Yes. They downpl ayed it.

DR. STEVENS: Yes.

COL. BANCROFT: But the problemis when a
food handl er is suspected, --

DR. STEVENS: |'mnot arguing really
agai nst that, per se.

COL. BANCROFT: -- when an outbreak is

associated with a dining facility, that's when you
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draw down the | G supply and it happens all the tine
basically. And if we can avoid having those
incidences in the mlitary, we have an opportunity
to do that.

DR. STEVENS: There's another kind of an
issue in a sense. And | think one of the points you
made is an interesting one about the problemwth
i mmune gl obulin depleting. | nmean, that the inmune
globulin is being depleted for the country. | think
that in fact happened with your deploynment to Haiti.

COL. BANCROFT: It happened during
Operation Desert Shield.

LT. COL. KELLEY: And it still is
happening. It's happening right now.

DR. STEVENS: | nean, that's what | nean.
It's still happening with the Haitian depl oynent.

COL. BANCROFT: Either due to the Haitian
depl oynment or due to the new requirenment -- it was
t he sequence of deploynents. Operation Desert
Shi el d exhausted the national supply and we had to
start buying it fromltaly. Rwanda depl eted sone.
And then Somalia depleted some and Haiti nost
recently. And at the sane tine we're continuing to

operate in the civilian community which we're al so

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



© 00 N oo o B~ w N P

N RN N NN R R R R R R R R R R
A W N P O ©O 00O N OO O B W N +— O

537

pulling dowmm. And Hal Margolis and | had a nunber
of discussion about how we were going to -- how we
chucked it in. But the vaccine will relieve this

sort of thing in the future.

And the estimates of the cost of the IG
that Scott presented here and the current costs, the
cost of IG may be substantially higher -- if the FDA
puts nore restrictions on the approval of |ots.

DR. WOLFE: Tal ki ng about costs, both for
t he vaccine and the screening, since the vaccine has
been released, | think it will be essential for us
on the Board -- we're going to discuss this -- for
Dr. Krause or sonebody to tell us what it's going to
cost the mlitary for the vaccine as of today. |It's
sort of glossed over and I think we would like to
have sonme comm tment as to whether it's going to be
$50 a series, $60 a series or what, because that's
going to be very inportant in how we define the cost
ef fecti veness.

Secondly, in ternms of your screening tests,
| would question the cost of $12 a test. From
personal experience, we have a program at the State
Departnment. |1've also initiated a program at the

Worl d Bank of pre-screening because we think it's
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cost effective in those populations, in those adult
popul ations. GCetting the materials and |easing a
machi ne from Abbott, it costs sonewhere about $3.50
to do the hepatitis A test and I think you should
for -- if you're going to do it, shoot for a goal of
sonething like that, not to farmit out to sone
contractor who's going to charge you $10 or $12 a
dose.

And that, again, is going to be very
essential what that test is going to cost, as to how
we're going to determ ne whether pre-screening is
going to be cost effective at certain age groups,
probably above age 25 or 30, | would think, not at
age 18.

MAJ. STANEK: That's right.

DR. WOLFE: So if we can get something on
that or you can start thinking about doing some nore
i nvestigations of the cost of the test and various
options that you m ght have, one of which is to do
it in-house somewhere by |leasing the materials from
Abbott, which m ght be consi derably cheaper.

DR. ASCHER: As he said, you could add it
to HV, which is already in place.

DR. WOLFE: Exactly. That's what we're
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doing. HIV, hepatitis B, hepatitis C, HTILV and
hepatitis A all on one nmachine, all on one specinmen.
DR. ASCHER: \What |'m saying is they
al ready have a serum bank of all the sanples. You
could go do the entire active force right now on
retrospective sanples. You could add this to the
next round of HIV screening for $1.00 or $2.00.
That's what HIV costs. You don't have to pay for
the sanple. So the nunbers are way too high.

COL. BANCROFT: Is there a question back

t here?

LT. CDR. ARDAY: Just a comment. You
comment ed about the cost of doing -- we're | ooking
at strictly direct costs here. | nean, we haven't

factored in the indirect cost. Wen you start
tal ki ng about these different options here and how
you're going to do it, if DOD does it in-house, then
there's going to be nore indirect costs associ ated
with that than if we go over to a contractor and
it's just included in the price.

LT. COL. PARKINSON: What is the FDA
licensure status as far as the duration of

protection? | hear you say five years, --
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COL. BANCROFT: Let's wait for this next
report and then --

LT. COL. PARKINSON: I'msorry. The only
point to make concerning this is that we'd | ook at
the -- | nmean, the nunbers that were cited here in
terns of 35 percent positive for Army troops at the
age of 35 to 40 is what |I'm |l ooking at.

DR. WOLFE: That's nationally.

LT. COL. PARKINSON: Is that?

DR. WOLFE: And above age 30, nati onal
figures, | believe, are sonewhere around 30 percent
of the population is already inmune.

DR. POLAND: These are equal to or slightly
| ower than the figures that |1've seen, surprisingly.

DR. ASCHER: Right.

DR. STEVENS: But it's also -- getting, as
you were suggesting, a kind of a cohort effect.

That the younger people --

COL. BANCROFT: We can't tell how nmuch is
cohort and how nuch is new infection. Sone is new
i nfection occurring during service.

DR. WOLFE: There m ght be quite a racial
difference, too, between the inner city folks and

those that are comng fromrural areas. | nean
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even white versus black. | don't know what the
national figures are, but | believe they're higher
for blacks and Hispanics than for whites.

COL. BANCROFT: | think the point that we
want to make here, though, is that we are protecting
our soldiers during deploynment. W don't see
di sease then because they get immune gl obulin. But
when they come back honme and during the period
bet ween depl oynents we have outbreaks. W've had
epi dem cs associated with child care centers. W' ve
had food-borne outbreaks in the past. W' ve had
other -- and that's probably nuch of our attention
is occurring between depl oynents.

DR. GWALTNEY: What's the shortest interval
in which the booster can be given?

COL. BANCROFT: Let's let the manufacturers
descri be their product.

DR. KULLER: Can we go back again? |'m
still confused. Sonebody nust have sone idea about
what the recomendations are going to be on the
civilian segnent.

DR. STEVENS: | don't think -- ny
understanding is it's not going to be universal

i mmuni zation at this point. |[It's going to be
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target ed. DR. ASCHER: There's a problem
that the formulation is, | believe, not approved for
| ess than 18.

DR. WOLFE: 18.

DR. ASCHER: And one of the target groups,
at least in our epidemcs, is the pre-teens where it
really does run wild. And so there are trials right
now. | don't know what stage they're at, but there
are trials in California doing the pre-teens in our
hi ghest counties. So once they finish that package,
they m ght submt that nodification, which would
then give a coherent policy. But probably now this
will be constrained by the 18 limtation. You can
correct me if I'm wong.

COL. BANCROFT: Why don't we go ahead and
have the presentati ons by the conpani es and we can
get into a discussion of some of these points.

Dr. Nalin?

DR. NALIN: Distinguished col | eagues,
| adies and gentlenen. | will be describing the
experience with the Merck purified inactivated
hepatitis A vaccine, VAQTA, V-A-QT-A, for which we
expect |licensure within cal endar year 1995, as

previ ously announced through official conpany
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sour ces.

The key thing that I want to | eave with you
after this presentation is that the one cardinal
di fference between the Merck vacci ne and ot her
vaccines is its purity. By our calcul ations, based
on antigen to protein ratios, the Merck vaccine is
80-fold purer than other hepatitis A vaccines.

Now, what are these inpurities? Basically,
they're chiefly MRC-5 cell products, since the virus
is grown in MRC-5 cells. And while these are used
in many vacci nes, when adjusted, they are known, as
with the publications by Quinnen dealing with the
rabi es vaccine, to cause |G nediated allergic
reactions.

And so we spent a year and a half
devel oping the nost refined purification nethods to
renove them and the vacci ne has no detectable
protein, except the hepatitis A viral protein
antigen. And therefore, we can express the anpunt
dose as 25 nanograns of viral protein based on am no
acid anal ysis of the product on silver -- and
there's no other protein detectable by any other
st andard net hods.

The other factor we'll go into is that this

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



© 00 N oo o B~ w N P

N RN N NN R R R R R R R R R R
A W N P O ©O 00O N OO O B W N +— O

544

is the only vaccine which has in a field trial
denonstrated 100 percent protection starting day 21
after a single intramuscul ar dose. That dose al so

i nduces i mmune nmenory. And I'll show the effects of
use of the vaccine in a single dose up to 18 nonths
and then in a booster up to 3-1/2 years so far
studied in the Monroe field trial area, to
essentially stop interruption of the disease for to
date al nost four years in a previously heavily

af fected area.

The strategy of the vacci ne was based
chiefly on two observations. One is the well-known
rapi d- passive immunity conferred by immune gl obulin
associ ated with passively acquired neutralizing
anti body. And the second is the |long-term
protective inmmunity that was shown years ago by
Villarejos in his study published in the Anerican
Journal of Epidem ology, that in a field outbreak
situation, individuals who had grown up in an
endem ¢ area now free of hepatitis A relatively
speaki ng whose titers had waned to undetectable
| evel s and who were then case contacts, had no
di sease but were shown to have an anammestic

reaction with no detectible IgMbut a huge rise in
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| gG.

And so what this means is that |[ong-term
i mmunity depends upon i nmune nenory and does not
require persistent anti body.

|"d like to briefly discuss the safety
record of VAQTA to date.

Qut of nore than 8,400 vaccines, about half
of themchildren, half adults, we have had not a
single serious vaccine related AE to date. As far
as adverse reactions, in placebo controlled trials,
i ncluding the Monroe trial, the adverse reaction
rates have been the sane as after placebo and after
t he booster there were no placebo boosters because
for ethical reasons we had to vaccinate the initial
booster recipients when the trial ended.

But if one |ooks at the AE rates after the
booster, they're | ower than after the vaccine or the
pl acebo when given as the first dose.

"1l briefly discuss immunogenicity. The
assessnment of anti body response was chiefly by the
nodi fi ed HAVAB test, which is the sane as the HAVAB
test detects total 1gG and IgM but uses 10 tines
t he amount of serum conpared to what the

manuf acturer recomends and is nore sensitive to
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pick up low early post-vaccination antibody |evels
conpared to post-conval escent ones.

Vari ous other tests have been used al so,

i ncluding the Varner neutralization test, but I
won't go into the technical details because the
nmessage | want to | eave with you here is that the
anti body titers are a gane because there's no

st andardi zation. Each different test, each

manuf acturer's test, each other test has a different
format, different reagents, different affinities,
detects different antibodies.

And if, for exanple, we put our sera into
this test, an individual who registers by nodified
HAVAB at 10 mU per nL, a m| international units
per m | conpared to WHO standard anti-sera, if we
put that into a nmodified EIA it conmes out 20 using
t he same standard anti-serum

So, for those of you who follow the
literature, you know there are several publications
on this and we have to wait for WHO to standardi ze
all these tests before we can assune that one |evel
is truly higher than another. | think the inportant
thing is that each test is validated and within its

own cutoff is okay, but | have urged the CDC to
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avoi d saying that a given |evel neans
seroconversion, as with Hep B, because there's no
such standardi zati on and that could be highly

m sl eadi ng.

Furthermore, as I'lIl show you |l ater, even
seroreverters who becone negative after they had
seroconverted, have immune nmenory and are protected.

Now, here are the overall seropositivity
and GMTI rates in VAQTA recipients 2 to 17 years of
age here; 18 to 70 years of age here. The doses we
are recomendi ng, 25 units or 25 nanograns and a
half an mL for this age group, and 50 units in 1 nL
for this age group

Notice that with these | evels we achieve by
week four 97 percent seroconversion of previously
seronegative individuals, with a GMI of 43, our
cutoff being 10. And 95 percent in the ol der
i ndi vidual s of all ages and weights we increase this
dose because at this dose |evel, ol der and heavier
i ndi vi dual s had | ower seroconversion rates by week
four and we wanted to achieve rapid rates for
travelers and mlitary and so on.

This is the GMI in the ol der individuals.

At week 24, basically the results are quite simlar
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slightly higher GMI's. At that point a booster is
given. This is a two-dose reginmen for children and
for adults. And then one sees a rapid anammestic
response with very high titers which in ongoing
studi es have persisted for three years in nost

i ndi vi dual s.

This illustrates the overall 25 unit first
dose experience. This is four weeks after the first
dose and with the consistency |lots. And then after
t he booster, a 49-fold rise in the younger age
group. And in the older individuals, as expected, a
| ower fold rise. But nevertheless, in both groups a
cl ear anamestic response to the second dose.

Now, this is in cohorts -- not cohorts, but
subgroups of the Monroe study in children 2 to 17
years of age. They were divided after we showed
efficacy of one dose into three booster groups. The
first got the booster at six nmonths, the second at
12 nonths, and then down here 18 nonths. Notice
that the inportant point here is that whenever they
got the booster, whether it was at six nonths here,
12 nmonths or 18 nonths, four weeks later they all
had a cl ear anammestic response with very high

titers. There's no statistically significant
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di fference between these titers.

So at least out to 18 nonths inmune nenory
was shown to be well preserved and I'I|l show you a
subset of the few who seroreverted and then were
boosted to underline this.

These are those children who -- two of them
at six nonths having previously seroconverted based
on the one nonth bl ood, then seroreverted and were
boosted but had an anammestic response. The sane
thing for the 0-12 nonth group. Three individuals
in that group seroconverted -- seroreverted, but
nevert hel ess responded to the second dose with
anamesti c response. So imune nmenory was i ntact.

The sanme thing is true in the 18 nonth
group if we can see a little bit further over. I'm
sorry to cause you trouble there. But out of
seroreverters, again, strong anamestic responses.

So we continue to follow them and this
bodes well, | think for long-terminmmunity based on
the same principle as the record showed; that is,

i mmune nmenory. And we'll show you the practica
effects in the comunity.

Basi cally, we can concl ude then that

seroconversion indicates induction of imune nenory.
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And since our seroconversion rates are very high at
week four, we can expect that nobst of those

i ndi vi dual s have intact immune nmenory for the period
of time, at least as long as we foll owed them

"Il gointo alittle detail on the Monroe
Trial design. It was a typical classical random zed
pl acebo-control |l ed doubl e-blinded study. There was
an i ndependent nmonitoring commttee. All the cases
were evaluated to see if they nmet the case
definition which was one -- which essentially
constitutes significant hepatitis A disease.

The aimof the trial was to attenpt to show
protection after the first dose. Fortunately, the
epi dem ¢ canme shortly after the first dose was
adm ni stered and we were able to do that. And then,
as | nmentioned earlier, we gave a booster at six, 12
or 18 nmonths to |ook for signs of inmune nenory.

The clinical case definition was one or
nore typical clinical signs or synptons suggesting
hepatitis A, plus a diagnostic HAVAB-M test and a
two-fold or greater ALAT elevation. Actually, as
you'll see later on, the nmean fold ALAT elevation in
t hose cases where after the code was broken, -- who

before the code was broken were di agnosed as Hep A,
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was 14-fold above the normal limt.

The seroconversion rate was checked in 305
of the children who were in the trial, and this is
anong vacci nees out of a total of approxinmately
1, 000 vacci nees. There was about an equal nunmber of
pl acebo recipients. And -- I'msorry. About 500
vacci nees and 500 pl acebo recipients. And the
seroconversion rate at week four was 99 percent with
a GMI of 42. Only one of these children had not
shown seroconversion; that is, had a titer |ess than
our cutoff of 10 by week four.

The clinical diagnosis of the 44 hepatitis
A cases which were judged to have fulfilled the case
criteria and the protocol by the commttee before
unbl i ndi ng the study are shown here. And as you can
see, judging by the diagnostic IgM the ALT |evels,
the percent with Icterus or other typical signs and
synptons, and here we used only those who had the
clinical history of Icterus, plus a confirmtory
bilirubin |level. There were a nunber who had
mat er nal di agnosis of Icterus, but by the tinme they
took the blood we couldn't prove it, and so we
di scarded t hem

So it's fairly -- we were fairly rigorous
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about it.

The results of the trial which many of you
have read in the New England Journal article showed
t hat based on the initial period of 50 or nore days
after the injection to avoid confoundation by cases
al ready i ncubating the disease since the outbreak
had started just before the vaccination finished, in
this group there were no cases of anpbng vacci nees;
25 anmong pl acebo, yielding an efficacy of 100
percent with a very significant P value and an 87.3
one-si ded 95 percent confidence interval.

And then if we | ooked back to day 21 after
the single dose, we still had 100 percent protection
with high statistical significance.

During the first 18 days, there were a
smal | nunber of cases in both groups. No
statistically significant difference here. W did
get one strain fromone patient that we could obtain
and it was not the vaccine strain. And we have
never seen cases in vaccines outside of this
situation where there's an active epidem ¢c goi nhg on.

So, this is due to wildfires.
The concl usion was that we could

denonstrate 100 percent protection starting day 21
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after a single dose and then in exam ning the

foll ow-up, we have established that we coul d
elimnate yearly community epidem cs over the three
years to date since the trial ended.

The trial indicated that the onset of
seroconversion at weeks three to four parallels the
onset of protection.

Here are the trial result summaries in
ternms of the nunber of hepatitis A cases. You see
t hose occurring in vaccinees in yellow up to
actually day 18. After that, there was no case
until day 21. But after that, all of the cases are
in the placebo recipients shown in green. So a very
clear and dramatic denonstration of the protective
efficacy after one dose.

Now, here we have the annual epidemc
records fromDr. Werzberger's practice in Monroe
show ng that each and every year for the five years
preceding the trial and Dr. Perry Ellis tells nme
that he -- Perry Smth, rather -- that he has data
goi ng back even further than this show ng annual
epi demics. There were significant nunmbers of cases.

There was one year in which the cases dropped

foll owing an intensive i mmune gl obulin and
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handwashi ng canpai gn, but there were neverthel ess
some cases.

So this was a very extensive record of
hepatitis A di sease.

This is what happened in Monroe. This is
the trial period and this is the end of the trial
here when we vacci nated the placebo recipients. And
these are cases in non-trial participants out of the
total. These are the trial cases. And |I've shown
you that with the exception of the fewin the first
week, all of themwere in the placebo group

And if we go out here to May of '94, you'l
see there have been sonme sporadic one or two
addi ti onal cases inported into the Monroe comrunity
fromthe parent community in WIIlianmsburg, Brooklyn,
but there have been to date no cases in any
vaccinees in the Monroe area. This, in contrast to
t he annual epidem cs that you saw in the previous
over head.

Now, if we | ook, however, at the adjacent
Hasi di ¢ communities, the sane community as Monroe in
the towns within the surrounding several mles, we
see that in contrast to Monroe where we were able to

elimnate cases in here and -- could we see the
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ri ght-hand border here? Yes. -- and had only the
four inported cases in 1994, in the nei ghboring
communities of Spring Valley, New Square and Monsey,
each year the epidem c has continued as it had in
Monroe for the previous five years.

Therefore, it appears that fromthis and
periodic sera surveillance data, that inmune nenory
confers long-term protection fromclinical disease
in Monroe, just as it did in Costa Rico in the
Villarejos study. W are accunulating in these
serial bleeds, sonme individuals -- we now have 10
cases but five immacul ately proven cases where
during the interval of zero to 18 nonths after a
single dose they were -- a case contact. There was
a sibling in the famly who was a case or there was
sonebody who visited who was sick. And we were able
to get blood showing a dramatic rise after the case
contact w thout any booster dose.

So, it |l ooks as though the response is very
simlar to what Villarejos saw.

These are the well-known risk groups as
you'll readily recognize and certainly we would
recommend it whenever appropriate and cost effective

for such individuals as well as consider it for food

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



© 00 N oo o B~ w N P

N RN N NN R R R R R R R R R R
A W N P O ©O 00O N OO O B W N +— O

556

handl ers who may not be at increased risk
t hensel ves, but who are associated with nunerous
out breaks that affect the restaurant industry.

The universal pediatric use | think wll
eventually cone when it can be combined into
conmbi nati on vaccines to avoid an extra clinic visit
and when the conbi nati on vaccine economes will be
sufficient to justify the slight additional cost of
anot her anti gen.

This has al ready been covered, the
conpari son between the protection by I1G the
protection afforded by vaccine. 1In this case, nore
than 3-1/2 years after the first dose and 18 to 24
nont hs after the second dose, elimnation of the
di sease fromthis highly exposed popul ati on.

Just | ooking at cost benefit for
vaccinating the estimated U.S. birth cohort if it
were in a conmbined pediatric vaccine with 4 mllion
i nfants, one would about break even since the CDC
considers that the annual cost to the U S., at | east
as of five years ago, was estimated to be $220
mllion. So vaccinating the birth cohort at this
price would save a little bit in noney. Assum ng

that there hasn't been an increased cost in the | ast
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five years could save a lot if one updated the cost.

But this would bring a benefit of
elimnation of the disease. And in fact, in
col | aboration with the CDC, we're testing out the
t heory of whether Monroe as a nodule can apply to
chronically affected counties |ike Butte County in
California, where we've given them 30,000 doses to
vaccinate the children in the current ongoing
out break there to see if their theory is correct.
Nanmel y, that nost of the hepatitis Ain this country
is passed on to older individuals by children with
m |l d or noderate disease.

Recommended mlitary use has al so been
covered. And | think we essentially agree with
everything that's been said there.

Concurrent use. Concurrent use with IG
There are several studies published with the
Smi t hKl i ne vaccine. W have al so conpleted a study.

It's under analysis but I can tell you that IgM
seroconversi on nmeasured by exclusively sensitive
techni ques for the eight weeks after the initial
dose in individuals receiving concurrent |gM VAQTA,
show that the individuals, alnmost all of them do

respond at that point to VAQTA. And the week 12 and
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beyond bl eeds where there is no detectabl e i nmune

gl obul i n onboard conpared to the control groups
recei ving i nmmune gl obulin alone or vaccine al one,
the prelimnary data suggests that there may be a

m nimal -- as has been shown previously -- a m ninal
effect on titers but the seroconversion rates are
the same and the titers are substantial.

Wth hepatitis B we plan other trials but
have conpleted so far only the trial at uses where
we use the 25 unit dose in young adults with or
wi t hout reconbin vacci ne and saw no interference.
So we don't anticipate any interference in the
ongoing trials of the 50 units.

Pendi ng our studies with all the standard
travel ers vaccines and those, we have no data on to
date but are pursuing it.

Thank you.

COL. BANCROFT: Questions for Dr. Nalin?

DR. STEVENS: Cbservation of efficacy by
the third week is really in one sense sort of
startling because it inplies that given the
i ncubation period for hepatitis A that sone of
t hose people were protected even though they already

may be exposed or exposed very shortly after they

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



© 00 N oo o B~ w N P

N RN N NN R R R R R R R R R R
A W N P O ©O 00O N OO O B W N +— O

559

got the first dose of vaccine.

DR. NALIN: Right. 1 think that's probably
true and we are going to look into that in a little
bit nmore mat hemati cal way because we've recently had
an experience that -- Dr. Santosham on the Navaj o
reservation had a study in which he started to
vacci nate and then a |arge | ocal comrunity outbreak
cane upon him And we noticed that a |lot of the
t eenagers who have a pretty high clinical case
attack rate in that popul ation these days are the
ones who are in school, had wild boosts w thout any
synptonms. And we were planning to try and see if we
coul d get the Navaj o nunbers.

| think both studies together do indicate
that, especially considering the data fromearly
studi es showi ng the pediatric incubation period for
Hep A is longer than that of adults, it may be as
| ong as 50 days, even if we assune it's slightly
| onger, say 30 days, that would still suggest that
we can protect sonme individuals already exposed to
t he di sease during the incubation peri od.

We plan eventually to do a post-exposure
prophyl axi s study.

DR. STEVENS: That was nmy nanme questi on.
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DR. NALIN: And that will be the final way
of solving it. There are some comunities who have
expressed interest, who are highly exposed and who
expressed interest in collaborating on such a study
in a controlled way. And although it's going to be
alittle dicey, like |leaving a payload of vaccine
and hopi ng the outbreak occurs within the expiring
date or sonething, we hope that eventually we'll be
able to | ook at that.

COL. BANCROFT: Dr. OGwal tney?

DR. GWALTNEY: It's certainly wonderful to
see your success with a new vaccine at the tinme when
a | ot of vaccines aren't working so well. And
you're really to be congratul at ed.

DR. NALIN: Thank you.

DR. GWALTNEY: In the mlitary, a week
m ght nmake a difference in deploynment. Do you have
anti body results two weeks after vaccination?

DR. NALIN: Yes. Here again, there's a
little caveat as to what assay one is tal king about.
But by nodified HAVAB at the 1500 dose, we can
det ect seropositivity in 70 percent by week two. If
we use the -- we have not -- the caveat here is

Merck has not validated the Boehringer-IngleheimKkit
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which is sold in Europe, but our investigators in
Europe, using that kit, can detect what they regard
by the test criteria as seropositivity in up to 85
percent by week two.

So, if that subsequently is validated and
if Cladd's suggestion is correct that even if you
get in there slightly after exposure, if that proves
true, then early detection will be denonstrati ve.

COL. BANCROFT: Okay. Thank you.

Dr. Krause for SmthKline.

DR. KRAUSE: Thank you for inviting me here
today and thank you, Colonel Bancroft. It's a
pl easure to be here and to present the data about
our vacci ne.

And of course, | guess the thunder has been
stolen a little bit because you' ve heard the news
that yesterday the FDA decided to join the rest of
the world and |icense this product, which is
presently licensed in 41 other countries. So it was
kind of a nice day for ne since |'ve devoted about
five years to this. But | nust say that we could
not have done any of this wi thout the coll aboration
of the mlitary and the fol ks at Walter Reed have

been excellent partners and it's been a real
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pl easur e.

So, | just wanted to illustrate ny talk
with a slide, so | chose this slide for three
reasons. Is this in focus? Because | can't tell.

This is General Anthony Wayne fromthe
Revol utionary War. And, of course, hepatitis A has
probably al ways been of mlitary/ nedical
significance in the United States. The second
reason | chose this slide was because of the
statue's close proximty to my residence. And the
third reason is because of it's hue.

There's a quote in General Schwartzkoff's
book that says in 1946, turning yellow was just part
of the adventure.

(Laughter.)

So you've seen this slide already and
don't need to reiterate this. But it's obvious that
many places in the world where hepatitis is highly
endem ¢ are of obvious significance to the mlitary.

We've rehashed all of this and I won't
rehash this, except to say that the |lower efficacy
estimate of 73 percent conmes froma 12 nonth study
in Wrld War Il. So that as one |ooks further and

further away fromthe dose, the |lower the efficacy

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



© 00 N oo o B~ w N P

N RN N NN R R R R R R R R R R
A W N P O ©O 00O N OO O B W N +— O

563

gets, not surprisingly.

Well, this is the dosing schedul e of
HAVRI X, which is now |icensed and which will be
avai l able for you. For children 2 to 18 years, 360
ELI SA units. We've referenced this to an internal
standard. The primary series consists of tw doses
one nmonth apart and a booster dose nmay be
adm ni stered anyti ne between nonth six and 12.

For adults greater than 18 years, the dose
is 1440 ELISA units. 1It's a single primary dose,
then foll owed by a booster six to 12 nonths |ater.
And, of course, it's IMin the adults. Again, these
are all licensed doses at this tine.

Critical devel opment of this product began
in Decenber of 1988 following the conmpletion of the
CRADA with Walter Reed, and the product |icense
application contained 43 clinical studies. And you
see here the number of subjects receiving the
various preparations.

In the protective efficacy trial conducted
in Thailand by Col onel Innis, which I'Il be show ng
to you, 40,000 children, including crossovers,
recei ved the vaccine. Since the vaccine has been

i censed for about four years in Europe, we have
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di stributed many mllions of doses.

Now, the initial clinical devel opnent for
adults was with 720 ELI SA units, two doses a nonth
apart. And in fact, this is the dose that is
i censed in many European countries, although there
are a few countries with 1440, the dose which is
licensed here is |icensed.

And with this dose, one nonth after the
initial dose, we found a 95 percent seroconversion
rate in all conmers, with a geonetric titer of 305
and a bri sk anamestic response a nonth l[ater. And
virtually everyone seroconverts.

This is a study we did in Fort Lewis with
Bob DeFraites and other investigators, and it's a
sonewhat conplicated slide. But in this trial --
and |"'msure this is hard to read -- we gave either
two doses of the 720 to the blue group or we gave
720 at days zero and 14 or we gave 720 at zero and
30 days or at zero and 180. And up here we see the
seroconversion rates. And these are the geonetric
mean titers. You have to read this along this axis
and the seroconversion rates are over here.

And | recognize this slide is conplicated,

but I want to bring out one point on this slide.
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And that is that the blue group that got 1440 at
time zero had a significantly higher -- and this was
statistically significant -- higher seroconversion
rate at day 15 than the other three groups conbined.
And this trial, along with several other trials
whi ch we conducted in Europe, led us to believe that
it was worthwhile to double the antigen content of
the vaccine. Not that we got ultimately higher
geonetric nean antibody titers, but we found in al
of these trials about 25 percent faster acquisition
of anti bodi es.

Agai n, when we studied the 1440 dose, we

found at day 15 -- this is in all of the clinical
trials -- an 88 percent seropositivity rate two
weeks after the initial dose. |If one |ooks instead

at neutralizing anti bodies at two weeks instead of
anti-HAV by ELI SA, about 60 to 80 percent of the
subj ects have neutralizing anti bodi es, whereas
virtually everyone has anti-HAV -- one nonth after
t he dose.

These anti bodi es persist very nicely until
mont h six. When a booster is given, again, one sees
an extrenely brisk anamestic response.

So again, we studied three schedul es and
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720 at zero-one for adults; 1440, a single dose for
adults; and 360, zero-one for children. [|'ve not
shown the children data but what's remarkable is
that after the primary dose how very simlar these
nunbers are, both in terns of both seroconversion
and geonetric nmean anti body titers. So the 1440 has
t he obvi ous advantage of achieving this one nmonth
earlier.

Again, it doesn't make any difference if we
give the booster dose at nonth six or at nonth 12.
Subj ect retain anti-HAV very nicely between these
two points. There's no difference in the ultimte
geonetric nmean titer obtained. And so the | abel says
that the booster dose can be given any tine between
nonth six and 12.

This is a study which started over 40 years
ago in which we studied 720 ELI SA units on a zero-
one-si x schedule. Again, you'll note that at nonth
seven, after the primary course plus the booster,
you have a geonetric nean titer of about 4,000. W
then foll owed these subjects out, and of course, one
of the questions that has already been raised at
this commttee and is commonly raised is how | ong

will protection last. And | guess the ultinmate
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answer of that is time will tell.

However, we have real tinme data now to four
years -- this slide only goes to three years. But
to four years, we have 100 percent seropositivity.
It's also interesting to note that a | ot of the --
well, since this is a |og scale, about 60 percent of
the | oss occurred between nonth six and 12, but then
there was a dramatic decrease in the |oss of
anti body, and this rate is constant at about 14
percent per year.

Now, if this continues, protection could be
expected to | ast between 20 and 30 years. It's also
possi bl e that given the incubation period of the
virus that protection will actually exceed the
persi stence of antibodies. So |I think that we can
feel quite confortable that the vaccine will provide
| ong-l asting protection.

These are safety data fromthe three
preparations which we've studied in which we
solicited a variety of adverse effects, nostly diary
records fromthousands of subjects. The npbst compn
| ocal effects is soreness, not surprisingly, at the
injection site. The nmobst common system c effect was

headache. All other local and system c effects
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occurred in less than 10 percent of the recipients.

| can tell you that in the mlitary,the percentage
of local and system c effects was nmuch less than in
this. In fact, the incidence of headache in the
mlitary was about 2 percent.

Now, we did a study in travelers in Gernmany
in which we vacci nated people at 80 travel centers.
There were several thousand people in this trial.
It wasn't a random zed pl acebo-controlled trial. It

was an open | abel trial in which people going to
endenmi ¢ areas receive sinultaneous imunization or
just receive hepatitis A vaccine.

When hepatitis A vaccine was given just by
itself, two doses of 720 at zero-one, the geonetric
mean titer two weeks after the second dose was 500.

These are the titers in the recipients who received
a simultaneous i mmunogen. You can see that clearly
there's no interference with the anti-HAV response
when any of these vaccines are given, although
obvi ously the nunbers for PV are quite snmall.

We did do one random zed controlled trial
with hepatitis B vaccine. Absolutely no difference
in the hepatitis B response if hepatitis Ais given

concurrently. No difference in the hepatitis A
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response if hepatitis B is given concurrently.

Well, this is the field trial conducted by
Col onel Innis in Thailand. This was a remarkabl e
trial that was published in JAMA | ast year. The
design of this trial was a random zed doubl e-blind
trial in which the test vaccine was HAVRI X. The
control vaccine was hepatitis B vaccine. The
schedul e was three doses, zero to 12 nonths apart.
Forty thousand children were random zed and entered
into the trial. The children were between ages 1
and 16 years and he used primary schools as the
vaccination centers and as the centers for
surveillance for hepatitis A

And there was a crossover at nonth 18 or at
| east the trial design called for a crossover if the
vaccine was found to be safe and effective.

Chil dren grades K through 5 was the
criteria for inclusion, although a couple of younger
kids slipped in. The only exclusion criteria was
pregnancy and the children weren't screened for
anti - HAV.

The case definition was a bit different
than the Monroe trial that Dr. Nalin told you about.

A two-day school absence triggered a visit by a
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school nurse. The nurse then went in and drew

bl ood. She cane back two weeks | ater and drew bl ood
again. ALT s were run on both of these bl oods and
if there was any el evation of the ALT, any, anti-HAV
| gM was run on the paired specinens.

So, to be a case, it required a two-day
school absence, any el evation of ATL and a positive
anti-HAV I gM on one of the two paired specinmens.

This is what happened to cases. The kids
were vaccinated in January of 1992. Surveill ance
did not start until several nonths |ater because the
ki ds went on vacation in this interval. So you can
see that in the hepatitis A vaccinees, that is the
test group, there were two cases of hepatitis A In
the control group which received hepatitis B
vacci ne, there were 32 cases of hepatitis A

They continued to follow the children for
anot her six nonths, during which tinme cases
continued to occur in the hepatitis B recipients but
not in the hepatitis A recipients, and then the
entire cohort was crossed over to the opposite
vacci ne.

Now, these two cases were both extrenely

ml|ld and had ALT el evations |l ess than two ti nes
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normal. So if we had used the criteria that were
used in the Monroe trial, we would have had 100
percent efficacy. However, according to our case
definition, the efficacy was 94 percent and after
the 12 nmonth booster dose, the efficacy was 100
percent and the cunul ative during the 18 nonths, the
efficacy was 95 percent. There was |less than 1
chance in 10,000 that these results would occur by
chance.

Now, we al so have conducted a project in
Al aska with Dr. Brian McMann in order to control a
| arge epidem c of hepatitis A using HAVRI X wi t hout
t he concurrent use of imrune globulin. Hepatitis A
is a huge problemin Al aska and epi dem cs occur
every five to seven years. This shows the 1988-89
epi demi c. Hundreds and hundreds of cases occurred
during this epidem c.

There was anot her hepatitis A epidemc in
1992 and '93 in interior and northwest Al aska.
There were over 500 cases of Icterus during this
epi demi ¢ and they nostly occurred in adol escents.
There were seven ful m nant cases and four deaths.

So, participants in this open | abel study,

not a random zed double-blind trial, received one
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dose of HAVRI X. Adults received the dose that we
now have a license for. The children received an
experimental dose of 720 ELI SA units; that is, twce
the currently |licensed children's dose.

Al'l participants received only one dose of
HAVRI X and adverse effects were solicited via diary
cards. These nunber -- these results have been
updated. Actually over 5,000 people now have
received a single dose of HAVRI X. The vast nmpjority
of them were under the age of 20 but sonme adults
received the 1440. Again, the majority of them were
Al aska nati ves.

So this is what happened. And again, these
are overall state statistics, not one town, one
village. The tine standard here is that basically
Brian went into 30 villages and vacci nated people
and he called vaccination day, day zero. So
everything is referenced to the vaccination day on
this graph.

So here one can see the epidem ¢ building
up and then the vaccination days cane in here. And
actually, the vast majority of these vaccination
days occurred in a two nonth period.

This is what happened to the cases of
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hepatitis A overall in the state and in the
hepatitis A vaccinees. By eight weeks all cases
were gone in the vaccinees and overall in the state
there was a marked di m nution.

Now, of course, epidenm cs go away by
definition, so one doesn't know if it would have
gone away. But it was interesting to note -- and |
didn't bring the slide. 1In one village where the
coverage was poorer, only about half of the
suscepti bl es were vaccinated, the epidemc really
continued in that village. And that was pretty
power ful evidence.

In any event, this is what happened to the
peopl e who received hepatitis A vaccine in this
project. There were sone cases of hepatitis Ain
t he vacci nees, not surprisingly, but I think that
this is entirely consistent with the incubation
period for the virus.

So that the vast mpjority of the cases
occurred in week two or earlier after vaccination,
but some cases occurred out as far as week three,
four or five. No cases beyond this.

So, the conclusion was that the vaccine was

well tolerated. | neglected to nention that in the
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Thai trial there were no serious adverse events in
109, 000 doses of vacci ne.

In villages where nore than 70 percent of
the estimated suscepti bles were i muni zed there was
a dramatic drop in synptomatic cases of hepatitis A
wi thin eight weeks of vaccination.

| thought it m ght be helpful to you in the
few mnutes remaining to ne to take a |look at the
indications in the prescribing information. So
HAVRI X is indicated for active inmunization agai nst
di sease caused by hepatitis A and the foll ow ng
specific groups may be at increased risk: travelers
-- and it lists the specific area. However the
agency us to add a caveat here that travelers should
consult CDC directories prior to travel. Mlitary
personnel is an indication in the |abel with no
qual ifications; people living in or relocating to
areas of higher endemcity; certain ethnic and
geogr aphi ¢ popul ati ons that experience cyclic
hepatitis A epiden cs, such as Native Anericans,
persons engaging in high risk sexual activity,
residents of a conmmunity experiencing an out break of
hepatitis A -- and we were very gratified to receive

t hat .

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



© 00 N oo o B~ w N P

N RN N NN R R R R R R R R R R
A W N P O ©O 00O N OO O B W N +— O

575

And then it goes on to say that although
t he epidem ol ogy of hepatitis A does not permt
identification of other specific populations at high
ri sk, outbreaks of hepatitis A or exposure to
hepatitis A have been described in a variety of
popul ati ons in which HAVRI X nmay be useful, including
certain institutional workers, such as caretakers of
t he devel opnental |y di sabl ed, enpl oyees of day care
centers, |aboratory workers who handle live

hepatitis A virus, handlers of prinmates and ani mals.

And for those desiring both i medi ate and
| ong-term protection, HAVRI X nay be adm ni stered
concomtantly with i mune globulin. The only
contraindication is in people with known
hypersensitivity to any of the conponents of the
vacci nes.

As far as the food handlers, that's
specifically not in the |abel. However, | did
attend the last day's ACIP neeting which was several
weeks ago and as Dr. Stevens said, there was a very
weak statenment about food handlers but it's also
apparent that state epidem ol ogists are well

represented on the ACIP and when there is an
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out break attributed to a food handler, it's a huge
problem for them And | think the CDC will be
strengt hening the statenment on food handl ers.

So, finally, this is Walter Reed in Cuba
after the Spani sh-Anerican War. This is to rem nd ne
to thank our coll aborators at Walter Reed.

Thank you very nuch.

"1l be happy to take any questions.

DR. ASCHER: |'m confused. | made a
conment about the licensing for children and you say
there is a dose that's licensed for children?

DR. KRAUSE: Yes. The vaccine is |licensed
for children aged 2 through 18. It's a two-dose
primary series given one nonth apart and a booster
dose six to 12 nonths |ater.

DR. ASCHER: \Why was that then not in your
recomrended group on your last two slides if that is
very clearly part of the big problenf

DR. KRAUSE: Well, children can be
travelers, and --

DR. STEVENS: Day care centers.

DR. ASCHER: No. It didn't say day care
centers. It said enployees.

DR. KRAUSE: No. It said enployees of day
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care centers.

DR. ASCHER: It said enployees. That's a
surpri se.

DR. KRAUSE: The reason that it's not in
there is that it's kind of -- nore of a policy issue
than a safety or an i mmunogenicity issue. So, as
the | abel reads right now, if children are in one of
t hose risk groups, they would be considered for
vacci nati on.

DR. ASCHER: Children two to 18 years of

age”?

DR. KRAUSE: Correct.

COL. BANCROFT: In your |ast discussion of
the community study, |'m not sure, what dosage did

you use? Was that the 720 or --

DR. KRAUSE: For the adults 20 and ol der it
was 1440. For those less than 20 it was an
i nvestigational dose of 720, half the 1440 dose.

DR. STEVENS: | just wanted to ask a
guestion about the two doses of children. VWhat's
t he conparison on the i mune response to the two
dose regi men versus the double dose the 7 --

DR. KRAUSE: You nean what's the zero --
t he 360.01 versus 720 in children?
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DR. STEVENS: Versus 720, one dose.
DR. KRAUSE: Right. W' re doing those

studies and we'll be submtting an amendnent to the
application this year, so it will be consistent.
Children will be the sane as adults.

DR. WOLFE: David, while you're there,
could you answer mny question posed before? What is
this vaccine going to cost the mlitary?

DR. KRAUSE: Well, ordinarily I'd dodge
t hat question by saying ask the marketing guys, but
t hey chose not to cone with me so | can't really
foi st that upon them

DR. WOLFE: Well, | can't believe that you
don't know what they're going to charge.

DR. KRAUSE: Well, the dose that will be
charged to distributors is $43 per dose and that's -

DR. WOLFE: That's for the civilian market?

DR. KRAUSE: That's in the Wall Street
Jour nal today.

DR. WOLFE: Yes.

DR. KRAUSE: However, | honestly don't know
the answer to your question about mlitary use. |

honestly don't know. 1I'mnot trying to dodge it.
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DR. WOLFE: |'ve been dodged for two years
on this and | was hoping when the damm thing was
licensed -- well, | guess they would be willing to
commt to a cost so that if we're supposed to
di scuss this today and cone out with recommendati on
we will have a tool to work here. There may be a
reason why the marketing people didn't cone.

MR. FLETCHER: File with the federal cost
schedul e i s $32-sonet hi ng.

COL. BANCROFT: $32?

MR. FLETCHER: | think it was $32.75 but it
is $32.

DR. WOLFE: Okay. Well, that's very
hel pful information. Thank you.

DR. POLAND: Per dose? Fornula and
i nacti vated?

DR. KRAUSE: Yes. The strain is HW175
formul a and inactivated, cultured in MRC-5, --
cells.

DR. POLAND: \What other conponents are in
t he vacci ne besides --

DR. KRAUSE: Al um num hydroxi de and 2-
phenoxyet hanol .

DR. POLAND: And what?
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DR. KRAUSE: 2-phenoxyethanol is the
preservative.

DR. STEVENS: | have a question about the
dose issue as well. Since |I think one of the
previ ous speakers raised the issue about many people
inthe mlitary being just short-termduty, is there
a consideration for these vaccines to be given only
in single dose?

COL. BANCROFT: We'd use as flew doses as
necessary to protect the force.

DR. STEVENS: Aha. |Is that a yes?

DR. KRAUSE: | guess what you can say is

how | ong woul d a single dose protect?

COL. BANCROFT: | don't think with the
vaccine -- the vaccine can be used differently than
i mmune gl obulin. [Immune globulin you give

i mmedi ately before departure. The vaccine, since it
gi ves prolonged protection, doesn't have the urgency
of delivery. And so if you have to use two doses,
three doses or nore, there may be tine to do it that
you don't have with inmune gl obulin.

DR. STEVENS: No. | neant just fromthe
cost part of it.

DR. KULLER: | don't think you can do a
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singl e dose, to be honest, if you've got an FDA
approved and |icensed vaccine for two doses, you
have the cost. | nean, that's part of the

di scussi on probably tomorrow. But | think the | ast
thing in the world you want to do is suddenly decide
you're going to do a different recomrendati on than

t he FDA has unless there was really an emergency
where suddenly you can only give one dose because
you're getting a |lot of people out of the country
and there's a real ness. But otherwi se, you' d have a
real problem

LT. COL. KELLEY: | just wanted to make
sure | understood one thing correctly. |Is there a
problemin the tim ng between the first and second
dose?

THE REPORTER: M crophone, please.

LT. COL. KELLEY: [I'mjust curious if one
dose for people entering the alert forces and then
deferring the second dose until they actually
depl oyed, realizing that nost of them probably never
depl oyed, would that be sonmething that's an
accept abl e understanding in your scheme of things?

DR. KRAUSE: Well, what the | abel says is

that travelers should wait 15 days follow ng the

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



© 00 N oo o B~ w N P

N RN N NN R R R R R R R R R R
A W N P O ©O 00O N OO O B W N +— O

582

primary course, so that neans the primary course for
adults is one dose. So presumably travelers are
protected 15 days after a prinmary dose.

Now, should you give a booster dose six to
12 nmonths | ater, the purpose of which is to ensure
| ong-term protection? Then that's kind of a policy
i ssue.

The question that Dr. Stevens poses, if you
gi ve one dose, how | ong can one expect to be
protected. And I don't know because we've never
gi ven one dose and not boosted at |east a year
|ater, so | can't answer the question for you.

LT. COL. KELLEY: | was just trying to get
at whether it would be an acceptable policy to give
one dose when people enter, say, the 82nd Airborne,
and then for the small percent who actually do
depl oy at sonme point three, four -- two, three, four
years down the line, give the booster then, so that
for the bulk who don't actually end up deploying to
endem c regions you save the second dose.

DR. KRAUSE: Well, that's kind of a policy
issue. Again, | can't really answer that. And
can't tell you what happens if you give a dose and

wait three years.
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DR. ASCHER: The ones that cycle out just
fall off of the system

DR. KULLER: You'd give them one dose and
t hen make sure they | eave after a year

(Laughter.)

DR. ASCHER: Lew, he said at any point in
time it would not require a one-year |limt. He said
when they get deployed, two, three years |ater.

DR. KULLER: But that's not what the FDA --

COL. BANCROFT: There's no data on that.
DR. KULLER: There's no data on that.

DR. ASCHER: | know. That's what he
pr oposed.

LT. COL. PARKINSON: The statenent that you
made that -- | just want to clarify the study where

he said going out four years that you have 100
percent seropositivity. That study was based on a
zero-one and six nonth schedule; correct?

DR. KRAUSE: Correct.

LT. COL. PARKINSON: What is that figure
for what the FDA is licensing it for?

DR. KRAUSE: We don't have studies that are

four years old. So what | can tell you --
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LT. COL. PARKINSON: Wouldn't that be the
schedule that the FDA is licensing it for, for the
two dose?

DR. KRAUSE: Right. If one gives 720 zero-
one-si X, you get a geonetric nean titer of about
4,000. The 1440 zero-six, you get virtually exactly
the sane titer. But there's no reason to think that
t he anti body kinetics would be different. But
again, there are no data. The vaccine is not old
enough.

DR. WOLFE: How about in Europe? Don't you
have a couple of years experience with 1440? Didn't
you get that licensed in Europe for a couple of
years now?

DR. KRAUSE: Well, the vaccine that's
i censed, Marty, is nostly the 720. There's a few
countri es.

DR. WOLFE: A couple of countries are using
14407

DR. KRAUSE: A couple countries; Sweden,
Switzerland, Belgium But there's no |long-term
experience with the 1440. But | don't think there's
any reason to think that it's any different.

DR. BROOVE: Do you know -- you said that
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there was no interference with the titers to the
Hep- A when you | ooked at the co-admnistration. Did
you |l ook at the titers to the other antigens?

DR. KRAUSE: We've |ooked at the titers to
sone of the other antigens the other way, and that
i ncludes typhoid, polio, hepatitis B. I1t's four of
five of them | actually have a slide or a handout
that | can show you after the neeting if you' d |iKke.

But basically, it approximates historical controls
and | didn't -- we don't have data on geonetric mean
anti body titers, only on seroconversion rates.

DR. GWALTNEY: The issue of the FDA and how
it relates to mlitary nedicine has conme up in this
group before and I don't know the answer. Maybe
it's clear, but I'm confused about it.

If only the practices that are approved by
t he FDA can be used under any and all circunstances,
and that's one thing. |If the FDA has sone
flexibility in terms of mlitary needs, in terns of
use of drugs, then that raises a different issue.
And it seens to ne in the |icensing of these
products which have a mlitary use, that should be
part of the original deliberations by the FDA.

DR. KULLER: | think there's a different
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guestions that I'm hearing. Here, you're talking
about an issue related to cost which is very
different than an issue related to accessibility or

| ogistics. Here the only reason that you woul dn't
give the two doses is that it would save the
mlitary noney. And it seens to ne that that's very
shaky grounds for any issue like that, as opposed to
an issue related to logistics, which | would agree
conpletely. But in here we're tal ki ng about a cost

i ssue and I would be very nervous about nmaking a
recomendati on on the basis of cost, especially when
we're tal king about costs which are relatively | ow
in relationship to the higher Defense budget or

ot her things, to save noney fromone to two doses.

| think it's a very different issue.

DR. GWALTNEY: Well, | think some of us
aren't really tal king about cost. W saw the first
vacci ne was very effective after one dose and we
al so heard earlier that nost cases of hepatitis A
occur in troops after they've been in an area for
some time. | wasn't sure whether that was because
the i mmune gl obulin effect wore off or because by
that time they were fraternizing with people in the

area and then nore exposed.

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



© 00 N oo o B~ w N P

N RN N NN R R R R R R R R R R
A W N P O ©O 00O N OO O B W N +— O

587

So you certainly could for scientific
reasons al one say a strategy of one vaccination at
the time of depl oynment woul d probably give you very
good protection if those assunptions are correct.

DR. ASCHER: Including the delay of
ski pping to 127

DR. GWALTNEY: Yes.

DR. KULLER: On nore, and then | think
we're going to have to go on.

DR. BROOME: |'m going to nake two
comments. One is we've had sone very interesting
di scussions with the FDA about consistency of
recomendat i ons between the package inserts and the
CDC- AClI P recommendations. And we have nmi ntai ned
t hat whereas whenever possible these should be very
consi stent, there are situations in which we are
addressing the public health needs of vaccine usage
and the package insert represents sort of
negoti ati on between the FDA and the conpanies as to
what they are willing to have in the package insert,
whi ch usually has different notivations than a
public health and a mlitary rationale.

DR. ASCHER: And we all know it's the

al | owabl e clains of the package insert that are
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regul ated. Once sonmething is approved, off-Iabel
use and certain other uses, FDA does not really
regul ate that.

DR. BROOMVE: Well, it's not a trivial area.

But | guess what I'd say in ternms of mlitary use
is | think there's a rationale to be made for not
bei ng absol utely bound by or constrained by the FDA

| think whenever you can get data to support
di fferent uses or approaches, that that's far and
away preferable in terms of being able to justify,
for exanple, whether or not if you gave a booster
three years out, you m ght do perfectly well. And
that would be easy to test.

One other thing. | don't knowif we're
going to -- are we going to take up the cost
effecti veness anal ysi s?

DR. ASCHER: Absol utely.

DR. KULLER: Well, that's going to be the
intent by the group later. That's later for the
maki ng of recomrendati ons. Hopefully, this evening.

DR. BROOMVE: This evening? Okay.

DR. KULLER: Unfortunately, | think we're
going to have to go on. This is going to continue

tonorrow when we nmake the recommendati ons to the
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Board, so hopefully there' Il be sone nore discussion
anong the Board nmenbers and hopefully we can

continue discussion tonorrow. But we have one nore
session and | think it's inportant that we do today,

and that's our telenedicine briefing with Dr. --

Li eut enant Col onel Faye. And then we'll get back to
hepatitis tonight after dinner -- nmaybe during
di nner. We'I'l find out who has vaccine during
di nner.
DR. WOLFE: Well, | may ask a question,

Lewi s, of the presenters? Does anybody here have a
copy of the draft ACIP recommendati ons that we can
use in our discussions this evening?

DR. KULLER: | think that would be very
useful .

DR. BROOVE: Also, just a point of
i nformation.

COL. BANCROFT: You have ny handout and we
can tal k about it over dinner.

DR. BROOVE: We have the assunption of the
cost of IG but that's the current mlitary
contract. And | assune when that's up the change in
screening requirements and inactivation is going to

mean it's going to cost nore. And | think that's a
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factor. And it would be nice to know if anybody has
any ball park estimte of what that cost woul d be.

DR. KULLER: Ckay. Let's go on, now.

MR. EDWARDS: In the interest of tine, 1"l
go ahead and get started telling you what --
descri bing these two handouts.

First, I'mJess Edwards. [|'m not
Li eut enant Col onel Neal Faye. People nake that
m stake all the time, much to Neal's chagrin.

| would like to echo Col onel Bancroft's
wel cone on behalf of -- or greetings on behal f of
Bri gadi er General Zajtchuk. Brigadier General
Zaj tchuk wears two hats. He's the Commander of the

Medi cal Research and Material Command and he's al so

been asked by Dr. Joseph to serve as Chief Operating
O ficer of the DOD Tel emedi ci ne Testbed. And he
serves in that role in support of Lieutenant General
LaNoue, who serves as the Executive Lead Agent for
t he DOD Tel enedi ci ne Test bed.

Your bus conmes to get you at 6:00 o'cl ock,
so the good news is |I'mgoing to be done by 6:00
o' clock. For those of you who just are not going to
be satisfied with a 30 m nute overvi ew of

tel emedi cine and the state of telenedicine in the
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Departnent of Defense, | would encourage you to
attend a National Forum on tel enedicine the 27th,
28th and 29th of March.

We' ve put together what | would state as
bei ng an excel |l ent agenda and that's one of the two
docunments that got handed out. W didn't bring
enough copies. | didn't bring ny skis |like Col onel
Lietch, but if you weren't able to get one of the
Nati onal Forum agendas, | have a couple in the back.

And as long as |I'mtal king about Col onel
Lietch, | don't have any stories to tell you about
the sex lives of our Congress, but I will tell you
that on January 30th, Representative Newt G ngrich
to the Anmerican Hospital Association, said, "I conme
here today to ask the Anerican Hospital Association
and all its menbers to profoundly rethink your
stance and your assunptions to literally say erase
t he board."

| don't care what your positions were as of
9:00 this nmorning. Just drop all of them and rethink
it. If we could cut three to five years out of the
transition fromR&D to treatnent and if we could be
networked to things like Internet so that every

doctor in every hospital has equal access to equal
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information, so that literally when you walk in
you're entering the world body of know edge.

And 1"l tell you, people |ike the
Departnent of Defense are doing it. They're trying
to design systens where a soldier who's been shot
and has a particular problemis by distance nedicine
bei ng connected directly froma field hospital to
finest specialists on the planet.

Now we can do that for our young nen and
women in uni form because we have a | arge system
systematically thinking through it, but then we
ought to transfer that to everyone else. And that's
probably as good a summation at a strategic |evel as
we can cone up with of one of the key drivers behind
t he DOD Tel enedi ci ne Test bed.

Again, this is who | am These are the
points I'd like to talk to you about today to give
you sone idea of the underlying theory driving
tel enedi ci ne; where mlitary medi ci ne has been;
where we're at and where we're going.

Basically, as you all know, we're reacting
to the right sizing of the mlitary as a result of
the change in the Cold War. At the sane tinme, we're

enabled to do things we haven't been able to do in
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the past as a result of advancing technol ogies. And
we're doing our share for the nation to enact Health
Care Reform

As a result, we have sonme re-engineering
initiatives underway. One of the driving forces
behind telenmedicine is that health care, |ike al
the other service industries, we've hit a
productivity ceiling because you basically can't
replace one to one contact. And as a result, costs
rise.

So the overall macro inplication f this is
that we nust try to exploit telenmedicine to re-
engi neer health care delivery, try to be nore
efficient and in the process, the main thing that's
going to happen is we're going to renove tinme and
di stance barriers and preferably participate on the
preventive side of the health care equation so that
we can obviate the need for health care whenever
possi bl e.

Now, one of the paradignms that people talk
about a great deal is realtime imging, so that if
you have a renote provider anywhere in the world,

t hey can contact another health care provider

anywhere in the world instantly and be able to
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interact with themto discuss a patient and to have
all of the viable patient information integrated
into a television conference -- tele-video
conference, rather

Now, this is only one of possibility. |
think for those of you who have ever done E-mail and
rely on E-mail heavily, | think we're going to see
the equivalent of nmulti-media E-mail enmerge in
health care to where a store and forward concept
will be used a great deal nore over the next five
years or so

Now, one of the inpacts is we're going to
see our organi zation evolve froma traditional
hi erarchy and becone what's often referred to as an
Ad Hocracy to where the anytinme, anywhere property
of information is going to be exhibited. And
basically, what nost -- a | ot of people who are used
to being at seni or nmanagenent |levels, |like a |ot of
peopl e, are going to consider this to be informtion
chaos. But it's going to have very profound effects
on how our organi zations interact and conduct
busi ness in the future.

Now, one of the working constructs is if we

define for a noment the word spoke to be anybody who

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



© 00 N oo o B~ w N P

N RN N NN R R R R R R R R R R
A W N P O ©O 00O N OO O B W N +— O

595

needs health care, be they patient or primary care
provi der or subspecialist wanting to interact with
anot her subspecialist, and define a hub as anyone or
anything that can provide that health care
information, be it conputer aided di agnoses,

i mredi ate access to nedical libraries, access to

their friends that they went to med school with or

subspecialists, a grid base will energe -- a grid
base matrix, rather, will emerge. And what this
will dois it's going to enable sonething that we've

been referring to as a digital free market.

When you have this sort of a grid form ng
you have an exponential increase in the
opportunities to access one anot her and because of
this exponential increase in access, we're going to
see a systemthat will support conpetition on the
basis of quality and we're also going to see an
opportunity for conpetition to exist on the basis of
price, as well.

And if you'll look at the goals of Health
Care Reform increasing access, |owering costs,

i nproving quality, you know, for quite a while when
| first started thinking about this, | thought these

were essentially nmutually exclusive goals and that
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you coul d probably get any two of them wi thout the
third. But if you will allow the sinple macro
econom ¢ nodel to show that where you have supply
and demand intersect, and you've got an equilibrium
poi nt for health care.

But effectively when everyone can talk to
anyone through the use of conputer based infornmation
systens, you're going to basically shift the supply
curve and without adding providers, just the ability
to talk to one another is going to effective
increase the digital supply. This should have an
i npact on driving down costs and, as a result,
enabl e quality inprovenents as well.

So, where we're been. Since 1985, mlitary
medi ci ne has been working on radi ol ogy i nmagi ng
systens. Initial research led to the letting of a
contract in 1991 to the Loral Corporation and
Sienmens in a joint venture to build MDI'S, the
Medi cal Di agnostic | magi ng Support System MDI S
represents currently the state-of-the-art in PACS,
Picture Archiving and Comruni cati on Systens.
Essentially in-house radiology. And this is
sonething that mlitary nedicine can be very proud

of because had it not been for the efforts of
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mlitary nmedicine, PACS would not be as far al ong as
it is.

Essentially, what we've done is we've
connected all the nodalities that are already
digital and then we've added conputed radi ography
whi ch represents about 70 percent of all inmaging.
And we've put theminto a central file server. This
central file server is capable of storing 10, 000
i mages, which equates to a typical academ c nmedica
center, one week of in-patients, plus all the out-
patients for the next day and for the current day.

Any i magi ng on here can be accessed by any
wor kstation in two seconds or |ess, depending on the
| oad on the systemat the tine. Were we've
i npl emented this at Madi gan and at Brook, this has
just been a tremendous saving grace for clinicians.

We additionally have an optical disc juke
box, which is 25 square feet are able to archive up
toamllion inages. Now, one of the future product
i nprovenents is that this work storage unit is going
to be increased so that we can store at |east 80,000
i mges and that those inages can, instead of just
bei ng radi ographic in nature, will also be

tel enedicine inages as well. So the ophthal nol ogy
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i mages, the pathol ogy i nages, the dermatol ogy

i mges, basically this systemis going to serve as
the | egacy system for the | ong-term archive of

tel enedicine still inagery.

We have for the past year been
participating in something referred to as Operation
Prime Time, which is a purple exercise to where we
have soldiers up in Croatia, in Zagreb and on the
nmount ai nt ops of Macedoni a and t hrough sone
commercial off-the-shelf technol ogi es have been able
to project the clinical expertise of Walter Reed
onto these very renote nountaintops in Macedoni a.

For one of these patients to be evacuated
it takes approximately 4-1/2 hours to scranble the
Medi vac aircraft and to do all the in-country
cl earances, cone pick up the patient and take them
back to more sophisticated clinical care.

We believe that we have one case where we
can show that a life was saved as a result of this
t el enedi ci ne experi nent.

Anot her thing that we've done is something
cal |l ed Operation Desert Hamrer at the Nati onal
Training Center, where basically the Arny Medi cal

Departnment was the first branch of the service to
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ever nove any kind of inmagery over organi c Sl NCGARS
radi os, tactical radios. And basically what we did
was we took the noul age cards that sone of you may
be famliar with, the MLES cards, and we then went
to CCRC to get video or still inages that reflect
that type of injury. So when a MLES casualty was
taken, we were able to find a suitable inmage and to
transmt it to the rear to enable tel e-consultation.

Largely as a result of these efforts, the
Chi ef of Staff of the Arny has directed the Arny to
make tel enmedi cine programmtic. And in order to
conply with that, we've built a six part schema that
wi Il help us achi eve those ends.

Now, | didn't have a bunch of nunbers and
statistics to throw up for you today, so | thought
|"d just get a slide where everything is too snal
for you to actually read. But let me summarize this
by saying that out here is where the casualties
typically get taken on the forward edge of the
battl efield and that between this point and back to
other sites, it's very analogous to an energency
medi cal technician in an anmbul ance going out to
provi de care.

Once they get to the digital field
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hospital, this digital field hospital is able to
connect further back to the rear to places |ike
Wal t er Reed, Bal boa Naval Medical Center, Wi ght
Patterson -- or, excuse ne -- Wlford Hall. But
basically the idea is to create an integrated
networ k using the organi c conmuni cations capability
provi ded by the signal community so that we can
enabl e tel enedi ci ne.

Anot her aspect of this is the nobile
medi cal menory vehicle, the M3V. W' re devel oping
three different prototypes of it to serve in
different roles. In the interest of tinme, | won't
go into all of those.

We al so, as part of the schemm, interact
very closely with ARPA. They have a budget, a core
budget of approximately $30 nmillion a year that
they're investing in medical devices and what we
recogni ze is that sonme percentage of those are going
to be successful and we need to be able to very
rapidly | everage those successes back into the field
Arnmy and field -- actually, tri-services.

And then there's T-Med 6, which is
integration in our bases and tel ecommunicati ons.

Now, in parallel with the Chief of Staff's
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directive, Dr. Joseph basically directed Genera
LaNoue to formthe DOD Tel enedi ci ne Testbed. And
the basic structure is that General LaNoue reports
back to a Board of Directors that's organi zed under
t he auspices of Dr. Joseph and Admral Martin and
he, on a day-to-day basis, has asked GCeneral
Zajtchuk to be the Chief Operating Oficer. And
then in our group, the Medical Advance Technol ogy
Managenment Office under the | eadership of Col onel
Fred Goergi nger basically provides the staff to try
to facilitate the activities of the Testbed while
si mul taneously executing the Arny's tactical share
of tactical telenedicine.

Now, the idea is that all the really good
ideas in telenedicine are going to occur down at the
hospitals, so we don't see ourselves as a
bureaucracy driving the tel enedi ci ne agenda. W
woul d prefer to see ourselves as enablers and
facilitators to go out and find out what the
clinical needs are of providers and then serve as a
facilitator or a consultant to enable the solutions
to their problens, using energing advanced
t echnol ogi es.

It's a very different approach fromthe
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traditional requirenents driven nethodol ogi es that
have been used to build things |like CHCS. There's
sone anxi ety dependi ng upon who you talk to about
whet her or not that's going to work. But many of the
seni or | eadership viewthis as the only way to
effectively inplement sonething on the kinds of
timelines that are necessary.

We also want to participate -- | nean, this
is obviously a DOD effort, so the Air Force and Navy
bot h have officers and enlisted fol ks assigned to
t he Medi cal Advanced Technol ogy Managenent O fi ce,
and then they also have resources back in the
services. W want to cooperate with academ a and
i ndustry. This is a huge coll aboration effort.

So where are we at currently? W're at 15
m nutes and counti ng.

We have a mmjor five-year effort underway
in the Pacific, referred to as the AKAMAI Project.
Two years have been fully funded to date and that's
enabl ed the building of the infrastructure and the
initial efforts to build the tel enedicine validation
initiative out there so that next year if we're
invited back we can start to share with you our data

and our results of how telenmedicine is affecting
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clinical care.

Anot her project that we have underway we
refer to Project Seahawk. This is essentially the
worl d's | argest experinent at re-engineering
radi ol ogy services between health care facilities,
where Madi gan Arny Medi cal Center because of its
role as one of the initial MDIS sites is serving as
the host for MChord, Yakim, the Anerican Lake VA

And the Navy has four nedical treatnment facilities
in the northern part of Puget Sound that will all be
sort of integrated and will first go into Bremerton
and it will serve the purpose of any radi ographic
i mge taken anywhere in the Puget Sound can be shown
on any workstation anywhere in the Puget Sound. We
think this has tremendous potential.

Where are we going? Well, early R&D had us
al ways noving the patient rather than the
information. And what we're trying to do is break
t hat paradigm and start to nove information rather
than patients or really rather than providers. W
spend a lot of time in mlitary medicine noving
i ndi vidual providers to renote sites to provide
subspecialty care and we see this is one way to

break that.
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Tel enedi ci ne needs to focus on primarily
the clinical needs. You know, establishing what
t hose needs are and then validating that there are
ef fi caci ous ways of neeting those clinical needs
using telemedicine. W also need to take a | ook at
techni cal issues.

One of our biggest constraints in
telenmedicine is going to be avail able bandwi dth. In
ot her words, the size of the communications pipes.
And as a result, things like conpression are going
to become very inmportant and we have to validate
exactly what kind of care can be rendered using what
qual ity of i nmage.

Over the long-term we're going to see
organi zati on changes brought about by tel emedicine
in terns of organizational behavior and al so the
community culture will change and evolve. And al so,
manpower distribution within the systemis likely to
be affected one way or anot her. | deal ly, with the
goal of neeting the Health Care Reform goals to
i nprove access, reduce cost and inprove quality.

But things will change.
And t hen obviously a huge part of this is

going to be econom c analysis. W need to
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determ ne, given scarce resources, how to maxim ze
and | everage those resources to provide the best
care to the nost people.

We expect this to be an ongoi ng process
where we're going to have all sorts of different
phases occurring sinmultaneously. There will be
i mmedi ate things that we're doing. There'll be
i ntermedi ate objectives that we're planning for and
| ong-term obj ecti ves.

One of the things that we're going to do is
by the end of the year we're going to stand up one
or two M3V prototypes. We think that had this
vehicl e been avail able for sonmething |ike Rwanda,
one of the roles it m ght have served woul d have
been to -- had it been one of the initial medical
assets on the ground to help facilitate rapid
surveill ance of the problem

Now maybe Rwanda i s not the best exanple
because the problens were so gross, but it could
serve as basically the eyes and ears of providers
and nmedi cal staff planners in the rear to better
stage and all ocate resources into the area.

Anot her thing we're doing -- this is a

slightly different kind of graph but | wanted to
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show this to you to make the point that we're a
rapid prototyping enterprise. W want to maintain
pace with the evolving technology. To do that, one
of our very first goals is to maintain a clinical
focus. That's putting pressure on us to nmaintain
that kind of a focus to nmeet those needs with

what ever technol ogy happens to be available. W're
al ways short of tinme. We thing this may actually be
one of our scarcest resources and then there are

ot her resources, manpower and financial. But those
are the constraints.

But the kinds of things that we're trying
to do is to develop a digital field hospital that we
can deploy into Zagreb. The concept of the
operation is that we have an ideal nodel of what the
ultimate digital field hospital would | ook Iike.

But then what we have to do is translate into
sonething that we refer to as the art of the doable.
The general officer decisions are going to be made
by the DOD Board of Directors on whether or not to
go forward, then we're going to |launch an
acquisition cycle, while simultaneously doing
distributed clinical rehearsals at our testbed

sites.
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Sone of the radiology, for exanple, will be
tested out at Tripler. Sonme of the other
tel emedi ci ne consultation will be tested at Walter
Reed. But the goal is fromApril to July get
ourselves in a position to where we can do sone
m ssion rehearsals out at soneplace |like Canp Bullis
or Fort Hood or sonewhere to where we can begin to
wor k out technical bugs and doctrinal issues. This
is an iterative process. And fromthere we're going
to take our |essons |earned, |aunch another
acquisition cycle. And then by August of '95 go
into a conprehensive integration trial in Zagreb
where we try to pull all these subsystens together.

Now, we're alnost already in March and
we're saying that we want to have significant
activity conpleted and running by August of '95.
This is a very different nodel from other systens
devel opnent efforts.

Meanwhi l e, in order to support that digital
field hospital, we need to continually inprove the
capability of Walter Reed to serve as the digital
catcher's mtt. You can't be sending a bunch of
digital information out of theater unless you've got

sonepl ace that can catch it, process it and
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participate in health care delivery as a result.

We have a seven year initiative underway in
our program obj ective menorandum and the basic
concept of that is that we will use Arnmy exercises
to test doctrinal issues and that as ARPA successes
energe, that we will also test those in those
advanced war fighting exercises.

Now, going into this we have sone ideas
based on our observations of other civilian academ c
medi cal centers that have been doing tel emedicine.

If you really take a | ook at what they' ve been doi ng
and then you ask them "This is a fine system but
can you tell us sonething about your utilization?"
They have very low utilization, in general. And
sone of the reasons why we believe that to be true
is that the telemedicine systens that are depl oyed
in academ c nedicine today generally nmeet the needs
of the tertiary care provider and not the needs of
the renote provider.

And as a result, it's the renote provider
that needs to initiate the phone call and they're
not initiating it. So, we think that we' ve got to
focus on the renote clinician's needs. W' ve go to

do it in a way in which we provide sufficient
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information. W've got to do it in a way in which
the systemis inbedded and routi ne.

Most of the tel enedicine systens now
currently require the tertiary care provider to
suspend what they're doing and to go to a single
solidary room somewhere in the nmedical center to do
a tele-consultation. This destroys their
productivity and so it's no fun for the
subspecialist. So we believe we've got to do it in
a way in which these things beconme schedul ed and
become routine. Some of the inplication of that,
it's got to be taken to the deskt op.

We want to provide reality based training.
There's been a | ot of tele-euphoria and as a result
| think that sone people probably have unrealistic
expectati ons about telenmedicine, and as a result
with the sobering eventually cones the |et-down
woul d be harder than what it should otherw se.

So we're trying to be very realistic about
where we're at, what the limtations are, but still
keep our eye on the potential. Attitudes are very
inportant. There are tele-evangelicals out there
that will weather all the systens devel opnent

probl ens and keep a smle and keep trying. This is
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new and we're trying to do it rapidly and, as a
result m stakes, are made. But what we try to do is
| earn as quickly fromthose m stakes as possi bl e and
fix them

Now, there are some other success factors
out there that make mlitary nmedicine an absolutely
uni que and an inval uable resource to the nation in
ternms of our ability to serve as a tel emedicine
testbed. Qur reinbursenment issues are relatively
easy conpared to a fee for service conpetitive
envi ronment .

Yes, we do have sone friendly turf issues
between the tri-services, but we are essentially a
single entity with a core set of values, so it
shoul d be easier for us to do this.

Li censure issues are not as aggravated for
us. Sone states are currently enacting new and
hi gher |icensure requirenents -- well, they say it's
to maintain quality under the threat of tel enmedicine
provi di ng i nadequate services. But cynics think that
it may be just an artificial barrier to entry that's
bei ng thrown up in the name of anticonpetitive
activity. But that's sonething that we don't need

to worry about as much.
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One of the success factors, obviously, is
defi ning what success is going to be. Which costs
are we going to consider to be relevant? And we
need to certainly assure for patient confidentiality
and basic security to ensure that we maintain the
integrity of our data.

Anot her major initiative underway is that
down in the state of Georgia under the title of the
Center for Total Access, we're going to be
col | aborating with the Medical College of Georgia,
George Tech. And Ei senhower is going to take the
| ead on doing various denonstrations, the nost
exciting of which I think is cooperating with | ocal
cabl e conpany to take tel enmedicine into the hone.

And in the future, that should enable us to
di scharge patients earlier for some in-house or in-
hospital stays, reducing the length of stay. And
also it my be a nore adequate way of follow ng up
on sonme of the long-term chronic problenms to keep
patients out of the system

Anot her maj or activity that we have
underway is sonmething that we refer to as the
Medi cal Federated Lab. W have two primary thrust

ar eas. One of themis in tel ecommuni cati ons.
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This is our way -- there are mpjor efforts
within the signal community to rapidly inprove the
capacity of their tactical systems and this is our
tool that will allow us to maintain pace with the
signal community.

Al so, we have another technical thrust area
in the way of simulation and this simulation is
going to take place on a couple of different
frontiers. One of themis to allow us to be
integrated with the Chief of Staff of the Arnmy's
efforts to use sinmulation to practice -- to
basically do dress rehearsals for battle. And right
now the medics are not part of that play, but this
will enable us to be part of that.

And also, this sinulation will allow us to
t ake advantage of sone virtual surgery applications
t hat probably won't do surgery but, you know, |
think one of its values may very well be that it
will enable rehearsals of surgery. |If you can take
a significant amount of diagnostic inmagery and
conpile it to where you can basically replicate
virtually the body of the patient you're about to
i nvade and then go through sone conputer simnulation

rehearsals, then you should be able to do better
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when the actual surgery takes place.

This is Star Wars. This is tel emedical Star
Wars. But if you know anyt hi ng about the history of
flight sinulators, the first flight sinmulator was a
55 gallon drum on springs. So, this is visionary
but it's immnently doable over the |ong haul.

In order to support this Medical Federated
Lab, on Monday we have an Opportunity Conference at
Fort Detrick. So far we have over 80 fol ks
interested fromindustry and academ a com ng,
wanting to participate and bid on this. And then we
al so want to put in another fun plug on the National
Forum on the 27th through 29th of March.

Again, we're very proud of the agenda that
we' ve put together and | woul d encourage you to
participate in that if you can. Tel enedi cine over
the next five to 10 years is probably going to be or
has the potential to be one of the nost significant
el ements in the changing health care delivery
system | mean, it's going to be -- it's probably
going to be right up there with managed care in
ternms of how much organi zational change it's going
to enable and allow us to undert ake.

One of the things that we're pretty proud
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of is that the Chief of Staff of the Army, CGeneral
Sul livan, has basically said that the AMED is the
branch of the Army that has the lead in preparing
for this Force 21 initiatives and that's sonething
we' re excited about.

Now i f you can't get to the National Forum
but you still want to | earn some nore about the
test bed and you have access to MOSAI C or NETSCAPE,
you can surf the Internet. This is where you' ve got
to guide your surfboard. And basically, this is a
graphically enriched home page that we try to
mai ntain so that people can call in and find out
what we're doi ng.

One of our underlying goals is to be as
open as we can and to share information as nuch as
we can. And then, this is how you can get ahol d of
me. | amno |longer able to keep up with phone calls
and so I'm-- no one ever really sees nme. |'mjust
sort of virtual Jess.

And then we've got the World-Wde Wb
Server, but 1've already given you that address.

So, |I'm avail able for questions now or afterwards if
you want to go catch your bus.

Yes, sir?
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DR. POLAND: My conpatriots tell ne they're
hungry. 1'Il be brief. But |I have three comments.

One is your sonmewhat off-the-cuff comrent
about you couldn't keep up with the phone is a real
comment. \When information is anywhere, anytinme and
anypl ace, how wi Il anybody keep up with that?

MR. EDWARDS: Well, that's an excellent
point. | nmean, there is the potential for data daily
and | think our systenms will beconme nore and nore
sophi sti cat ed.

If we could do virtual surgical reversals,
we ought to be able to build intelligent information
filters.

DR. POLAND: M other two comments, ']
say them together, then you can answer them

One is as we have nore and nore
sophi sticated systens, the nore primtive systens
atrophy. What do you do when the systemis down and
you don't get to answer that it doesn't go down.

And the second is how do you eventually
guarantee security, which comes -- the nore security
built in conmes in at an extraordinarily high cost?

MR. EDWARDS: Those are valid issues and

those are certainly rate limting steps or rate
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l[imting issues. But if you take a |look at how
val uabl e data is today, how val uabl e comruni cati ons
systens are today, they've been built so that they
have tremendous anounts of reliability and
avai lability and nost good planners have di saster
pl ans so that they can recover and conme back up as
qui ckly as possible.

The MDI S system as sort of an exanple, has
been up as a systemin excess of 99.6 percent of the

time, which is far nore reliable than the ability of

a clinician to call a filing clerk to get a film
retrieved. So, there's tradeoffs. There will be no
perfect systenms but they will continue to becone

nore reliability.

DR. POLAND: And for security, what wll
you do for that?

MR. EDWARDS: Well, you know, we have the
intelligence communities, the spooks who spend a
trenmendous anmount of time worrying about security
and are investing trenmendous anounts of noney into
doi ng research on how to i nprove the security of
information systens. Clearly if they're successful
in those very high dollar value investnents, then

t hose sol utions ought to be able to be exported into
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what is relatively mnor security issues for health
care delivery.

We don't have the answer today. Let's neet
back here in 20 years and you can tell ne if you're
still worried about security of the information
system

DR. POLAND: It's not a mnor issue, |
guess?

MR. EDWARDS: It's not minor issue. You're
absolute right. Mlitary nmedicine has basically
been doing this for 18 nonths and so there's no end.

It's a target rich environnent. There's lots to
do.

Yes?

LT. COL. PARKINSON: Just one comment |
shoul dn't probably be maki ng, but what the heck.

It's the end of the day.

The slides you have there which is barriers
to the utilization of this technology, | think each
one are very significant. And | guess | would
di sagree with maybe even the first one, "Meeting An
Unnet Need."

There may be very, very little need and

that we're projecting the need in an era when our
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doctrine is basically to take seriously wounded
peopl e out of theater as quick as you can and to
have the systemto do that. | nmean, the ability to
project medical care forward depends on the
resources at the other end in that tent as nuch as
who's on the phone at Walter Reed.

And | think there's a |ot of conceptual
wor k that probably has not been done on --

MR. EDWARDS: You're absolutely right.

LT. COL. PARKINSON: -- on where this is
at. And we're racing forward. | nmean, we just had
a debate here about whether a dose of hepatitis A
vaccine is $30 to $40 and that nmkes a big
difference as to whether or not we're going to
protect people from di seases that we put themin the
way of .

And | would hope that in this process of
| everagi ng resources that we really make sure that
there is an unnet need at the other end, as opposed
to letting radiologists who already are at a
di stance froma patient are further away to read an
x-ray which basically they've got a basic Arny term
in antibiotics and a chest tube, which is really the

interventions we're tal king about at that end.
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If it doesn't change the outconme of what we
do to the patient or the time at which we Air-Vac
t hem out, what's the value added? | nean, |'m sure
we're | ooking at that, | hope, but | just wanted to
get it on the table.

MR. EDWARDS: | nean, this is at |east an
hour | ong conversation. Since we don't have that,
|'"d assure you that we think we are very carefully
managi ng this as a ri sk managenment process. W have
an R&D programthat's meant to go seven years. The
investnment in this is approximately $10 mllion a
year. So we think we've pared this down and have
got a very tight control over how we go forward.

We have sone very significant
organi zational inperatives, though, that pressure us
to nove as quickly as we can.

All right.

DR. KULLER: Thank you very nuch.

MR. EDWARDS: Thank you.

DR. KULLER: We'Il continue a |ot of these
di scussi ons tonorrow and al so tonight.

7:00 o' clock we're going to neet at the
Billeting Ofice where you checked in.

(Wher eupon, the proceedi ngs were adjourned
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